Tillery, Loreto , '

From: .- Kaiser, Sven-Erik

Sent: ' -Friday, March 18, 2016 10:59 AM .
To:. o Freedhoff, Michal (Markey)
Subject: Re: 14(c)(3) - pls take a look

Michal - this TA responds to your request on 14(c)(3) épproathes.

The negative drafting approach seems like a much cleaner way for people to clearly express whatever their intended
outcome is. '

Please let me know if any‘questions. Thanks,
Sven

On Mar 17, 2016, at 10:24 PM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote:

Pls also look at this list for 14(c)(3)(B). Some peaple seem to be more negative than others.
SHALL NOT

(i) Paragraph (3)(A) shall not apply to any condition of use of a chemical substance for which
an exemption under section 6(g) has been _granted:

(ii) Paragraph 3(A) shall not apply to information about a chemical substance for which a ban
or phase-out is not established for all conditions of use, except that paragraph 3(A) shall
apply to information that relates solely to the conditions of use of the chemical substance
for which the ban or phase-out is established.

a

(iii) Paragraph (3)(A) shall not apply to a chemical substance for which a ban or phase-out
has been established if the chemical substance continues to be manufactured, processed
and distributed solely for export unless EPA determines that section 12(a)(1) shall not
apply to the chemical substance in accordance with section 12(a)(2). ; and

(iv) Paragraph (3)(A) shall not apply to a chemical substance that is subject to a phase out
until such time as the phase out is fully implemented.

%)
I
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Michal llana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA)

From: Kaiser, Sven-Erik

Sent: Thursday, March 17, 2016 6:36 PM
To: Freedhoff, Michal (Markey)

Subject: Re: 14(c)(3) - pls take a look



Got it - thanks

On Mar 17, 2016, at 6:32 PM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote:

(1) BAN OR PHASE-OUT.—(A) If the Administrator promulgates a rule pursuant to
section 6(a) that establishes a ban or phase-out of a chemical substance, the protection
from disclosure of any information under this section with respect to the chemical
substance shall be presumed to no longer apply, subject to subsections (g)(1) (g){2) and
* (B) LIMITATIONS

(i) Paragraph (3)(A) shall apply to any condition of use of a chemical substance
for which an exemption under section 6{g) has not been granted;

(ii) Paragraph (3)(A} shall apply to information about a chemical substance that
relates solely to the conditions of use for which a ban or phase-out is established
for bans or phase-outs of a chemical substance that are not established for all
conditions of use of the chemical substance;

(iii) Paragraph (3)(A) shall apply to a chemical substance for which a ban or phase-
out has been established if the chemical substance continues to be
manufactured, processed and distributed solely for export if EPA determines
that section 12(a}{1) shall not apply to the chemical substance in accordance
with section 12(a)(2); and ' ‘ _

{iv) Paragraph (3){A} shall apply to a chemical substance that is subject to a phase

. out after such time as the phase out is fully implemented.
Michal llana Freedhoff, Ph.D. '
Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
~ Washington, DC 20510
202-224-2742
Connect with Senator Markey




Tillery, Loreto

From: _ . Kaiser, Sven-Erik

Sent: ‘ Thursday, March 24, 2016 11:42 AM
To: McCarthy, David

Subject: Re: Fees Langauge and TA

Dave,

Thanks for sending. Your email is our TA and accurately reflects our concerns with the house offer on fees. Is there
specific language on fees beyond the house offer that you would like us to review. Thanks,
Sven.

On Mar 24, 2016, at 11:26 AM, McCarthy, David <David.McCarthy@mail.house.gov> wrote: - -

From: Richards, Tina

Sent: Thursday, March 24, 2016 11:24 AM

To: kaiser.sven-eric@epa.gov <kaiser.sven-eric@epa.gov> >
Cc: McCarthy, David; Kessler, Rick

Subject: Fwd: Fees Langauge and TA

Begin forwarded message:

_ From: "Karakitsos, Dimitri (EPW)" <Dimitri_Karakitsos@epw.senate.gov>
Date: March 11, 2016 at 11:47:53 AM EST
To: "McCarthy, David (David.McCarthy@mail.house.gov}" <David. McCarthv@mall house.gov>, "Jerry
Couri (JerryCouri@mail.house.gov)" <JerryCouri@mail.house.gov>, "Rlchards Tina"
<Tina.Richards@mail.house.gov>
Cc: "Jackson, Ryan (Inhofe)" <Ryan Jackson@mhofe senate.gov>
Subject: FW: Fees Langauge and TA

Sorry about accidentally hitting send early. Wanted to share with you all some TA our dems got on fees
that raises some concerns over whether the provision Dave pointed out yesterday would do the trick for
our guys. ' ' '

Under either the House bill or the House offer, section 26(b)(1) provides that fees collected can be used
only to “defray the cost of administering the provision of [TSCA] for which such fee is collected.” In
general, it will be difficult to interpret and implement restrictions on the use of fees that are ekpressed
in terms of the particular provision of TSCA that EPA can administer using the fees, since these do not
necessarily align with recognized program areas or budget categories. A more descriptive statement of
the program functions for which fees can be spent would be a help to EPA in adhering to these spending
restrictions. )

Constraining the use of fees in this manner will likely lead to other sorts of implementation problems.
For example, it appears that fees collected for data submitted under section 4 could only be used to
cover the cost of collecting the information, not of using the information to perform risk evaluations.
This is because the fee collection authority would be categorized under section 4, yet the use of the
information in a risk evaluation would be under section 6(b). Furthermore, because CBI review

1



obligations are undertaken under section 14, EPA could not use these fees to defray the cost of
reviewing and otherwise processing CBI claims. Finally, a-manufacturer’s decision to request a risk
evaluation may eventually result in EPA being subject to a legal obligation to undertake risk
management rulemaking, but EPA could not use industry fees to defray the cost of that rulemaking.
The House offer partially addresses these implementation concerns regarding funding by adding fee"
collection authority for EPA initiated risk evaluations (the House bill only provides for fees to defray risk
evaluation when industry requests the risk evaluation}. However, the House offer still does not provide
fee collection authority or other resources to defray the significant costs associated with risk
management or the costs to review CBI claims. This is especially problematic in combination with the
'House offer’s introduction of a new and very resource intensive program for the review of older CBI
claims. '

From: Karakitsos, Dimitri (EPW)

Sent: Friday, March 11, 2016 11:41 AM

To: McCarthy, David (David.McCarthy@mail.house.gov); Jerry Couri {JerryCouri@mail.house.gov);
Richards, Tina

Cc: Jackson, Ryan (Inhofe)
Subject: Fees Langauge and TA
Dimitri J. Karakitsos

Majority Senior Counsel
Senate Committee on
Environment and Public Works
(202) 224-6176




—

Tilieg, Loreto | : ' A |

From: ' Kaiser, Sven-Erik
Sent: ' Thursday, February 25, 2016 12:19 PM
. To: 'Cohen, Jacqueline'
Subject: RE: HEC Min TSCA TA Request on Prior Actions
Jacqueline,

This responds to your TA request on prior actions.

EPA has issued a great many significant new use rules under Section 5 (listed in 40 CFR Part 711), associated
with various chemical substances, but EPA’s view is that these have no preemptive effect because “they are
‘not designed to protect against a risk of injury to health or the environment.” See. TSCA 18(a)(2)(B). EPA does
not believe it is has issued any rule under TSCA Section 5 that has a preemptlve effect under current TSCA
Section 18.

- TSCA Section 6 regulations codified under 40 CFR Part 747 (Certain metalworking fluids), Part 749
(Hexavalent chromium used in water treatment), Part 761 (PCBs), and Part 763 (Asbestos) are designed to
protect against a risk of injury to health or the environment, associated with the particular chemical substances.
Thus, they likely trigger some preemption of state law, under the terms of current TSCA Section 18.

The technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft language
and the comments. Please let me know if any additional questions. Thanks,

Sven :

Sven-Erik Kaiser -

U.S. EPA

Office of Congressional and Intergovernmental Relatlons
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753



Tillez, Loreto ' | :

From: . . Kaiser, Sven-Erik

Sent: : Friday, March 11, 2016 9:37 AM

To: - '‘Black, Jonathan (Tom Udall)'

Cc: Freedhoff, Michal (Markey); Deveny, Adrian (Merkley)
. Subject: RE: House discussion draft
" Attachments: Udall.TSCA TA on House Additions.docx

Jonathan,

The attached TA responds to your request on the House discussion draft. PIease let me know if any questions.
Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA A ,
Office of Congressional and Intefgovernmental Relations -
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From Black Jonathan (Tom Udall) [mallto Jonathan Black@tomudall senate. gov]
Sent: Friday, March 04, 2016 3:04 PM

To: Kaiser, Sven-Erik

_ Cc: Freedhoff, Michal (Markey) ; Deveny, Adnan (Merkley)

Subject: House discussion draft

Sven, wondering if your crew could take a look at the attached House discussion draft and answer the
following questions. : '

¢ Did anything in this offer address the specific concerns raised in EPA’s January 20" letter? And if so,
how?
e Do any of the additions raise workability or implementation concerns?

e Does the House discussion draft address the major concerns from the EPA Jan. 20™" |etter to ensure
that safety decisions are made absent consideration of costs?

e Does the House draft ensure an affirmative safety finding for new chemicals?
o Dothe changes require EPA to review substantiation for past CBI claims?

¢ - Do the changes ensure that industry-requested chemicals will not be expedlted relative to chemlcals
that EPA selects itself?



This language is provided by EPA as technical assistance in response to a congressional request. The

_technical assistance is intended for use only by the requester. The technical assistance does not
necessarily répresent the policy positions of the agency and the administration on the bill, the draft -
language and the comments.

. Did anything in this offer address the specific concerns raised in EPA’s January 20th letter? And
if so, how? ' :

Yes, the offer appears to partially address certain concerns. First, the offer appears to partially address
the concern that manufacturer priorities could overrun those of the Agency by confining the number of
manufat_turer—initiated risk evaluations to 25-50% of the total number of ongoing risk evaluations. EPA
still has specific concerns on this point, as described in a later response. Second, the offer would seem
to partially-address the concern regarding funding by adding fee collection authority for EPA-initiated

" risk evaluations. However, the bill still does not provide fee collection authority or.other resources to
defray the significant costs associated with risk management or the costs to review CBI claims.

. -Do any of the additions raise workability or implementation concerns?

Yes. First, the additions reclassify a particular subset of industry requests under § 6(b)(3)(A)(ii) (relating
to new chemical substances that have not yet been'manufactured) as requests under § 5(i}. This change
makes these requests no longer subject to deadline adjustment under § 6(b)(5). Nor would such
requests be subject to the new caps under § 6(b}(3)(C). Furthermore, EPA would not be able to collect

~fees for such requests if manufacture had not yet commenced (there would not yet be any
manufacturer to against whom to assess risk evaluation fees under & 26(b}(1}), and the authority to
collect fees for the PMN review would not extend to cover voluntary risk evaluations. These provisions
could create circumstances in which unfunded requests for voluntary risk evaluations overwhelm EPA’s
review capacity.

Second, the additions will require a very significant and resource-intensive implementation effort: (1) to.
sift through every CBI claim ever received under TSCA since the enactment of the statute; (2) to make a
provisional adjudication of the qualifications of every claim; (3) to request and review re-substantiation
packages where deemed warranted; (4} to notify all parties for which re-substantiation was inadequate,
of pending release; and (5) to defend litigation arising from the required determinations. The '
implementation concerns raised by these provisions are rendered even more serious by the lack of
funding for CBI review activities, and by the 5-7 year time frame specified for completing the specified
CBI reviews, which could be enforced by deadline suits. Note that the Senate bill is considerably
- narrower in scope (only certain Chem ID claims), and it allows EPA to directly obligate CBI claimants to
bring their claims (and re-substantiation) to EPA’s attention, rather than creating the two-step process
envisioned here. Note also that the Senate bill provides fee funding for these activities.

Third, specifying that alternative test protocols that avoid animal testing must be validated has the
potential to significantly delay EPA’s use of such protocols and divert EPA resources towards validation
efforts. Validation as is currently implemented through Federal processes such as ICCVAM may not
always be necessary depending on the context in which the alternative test method/data will be
applied. While validation is recognized as an important process needed to accept an alternative method
as a replacement for a whole animal test, there are circumstances under which aiternative methods and
the data derived from them may be valuable prior to completion of a full validation process. For



This language is provided by EPA as technical assistance in response to a congressional request. The

_technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments. ‘

example, data from an alternative method may provide information or insights useful as part of a weight
of evidence evaluation even when the method has not been fully validated as a replacement test.

. Does the House discussion draft address the major concerns from the EPA Jan. 20th letter to
ensure that safety decisions are made absent consideration of costs?

Please note, as an initial matter, that EPA’s letter did not articulate concerns that the House bill, as
passed, would allow consideration of costs to factor into risk evaluations under section 6. In fact, EPA
believes that the House bill — as passed and as modified recently - very clearly excludes consideration of
costs from the both the risk evaluation and risk management triggering phases.. '

Rather, EPA’s views letter pointed out potential inconsistencies in the application of the “unreasonable
risk” safety standard elsewhere in the bill (in the risk management portions of section 6 and other
sections of TSCA) which left ambiguity about the role of cost considerations in those contexts.

- The bill does not attempt to address EPA’s concerns on this point. For example, the bill does not provide
an upfront safety standard definition or redefine “unreasonable risk” in each instance it appears. As
such, there remains uncertainty as to what safety standard wouldapply for EPA actions under provisions
of TSCA, outside of Section 6, that reference “unreasonable risk.” The potential inconsistencies in risk
management standards within Section 6 also remain (e.g., the standard for cost-effective v. non-cost
effective requirements, and standards for regulating articles, replacement parts and PBTs).

° Does the House draft ensure an.affirmative safety finding for new chemicals?

No, the new subsection 5(i) does not ensure that all new chemicals will receive an affirmative safety
finding before the commencement of manufacture. it only applies if the person submitting the pre-
manufacture notice for a chemical substance requests a risk evaluation of such substance. Subsection
5(i) is furthermore unnecessary to allow for this possibility. Such requests are already provided for under

§ 6(b)(3)(A)ii).
o Do the changes require EPA to reviewvsubstantiation for past CBI claims?

As described above, the changes require EPA to review all past CBI claims. EPA would then identify a
particular subset of past CBI claims for which re- substantlatlon would be required and then EPA would
request and review those re-substantiation packages.

With respect to the remaining CBI claims (i.e., those for which EPA did not require re-substantiation as
an outcome of its initial review) the bill provides that such claims are automatically waived 10 years
after enactment if re-substantiation-is not sent to EPA by that time. The bill does not require that EPA
review such re-substantiation, however.



This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

e Do the changes ensure that industry-requeéted chemicals will not be expedited relative to
chemicals that EPA selects itself? :

‘While the changes are in some reépects helpful in addressing this issue, they do not ensure that the
'volume of industry-requested risk evaluations will be appropriately balanced against the volume of EPA-
initiated risk evaluations. This is because: :

e Section 6(b)(5)((B)(i) still appears to allow EPA to delay both EPA-initiated and industry-
requested risk evaluations if the volume of industry-requested risk evaluations is excessive.

e Section 6(b)(7) still subjects the minimum number of EPA-initiated assessments to available
appropriatiohs.

e There is still no mechanism for industry fees to fund the development of risk management
actions that EPA might be obligated to undertake as a consequence of industry-requested risk
evaluations. '

¢ As described above, a subset of industry-requested risk evaluations are now removed from caps
and deadline adjustment (those accompanying a PMN).



Tillez,' Loreto : ’ '

From: . "~ Kaiser, Sven-Erik

Sent: ) Saturday, February 20, 2016 5:58 PM
To: Freedhoff, Michal (Markey)

Subject: ' ' Re: Last section 4 thing

Michal,

We did not consider costs in the decision to invoke 4f. Thanks,
Sven .

On Feb 19, 2016, at 6:20 PM, "Freedhoff, Michal (Markey)" <Michal Freedhoff@markev.senate.,qov> wrote:

Not for the weekend The question of whether when you used 4(f) for formaldehyde did you include cost
considerations.

Thanks!

' Michal Ilana Freedhoff, Ph.D.
Director of Oversight and Investigations
- Office of Senator Edward J. Markey (D-MA)



Tillez, Loreto : } :

From: Kaiser, Sven-Erik

Sent: : Wednesday, March 23, 2016 10:02 AM

To: Freedhoff, Michal (Markey)

Subject: Re: Sen. Markey TSCA TA - another 6(a) aIternatlve

Michal- It was not in response to that one. It was in response to the email at 9:56 am yesterday with three similar
variants. Please let me know if any additional questions. Thanks,
Sven

On Mar 23, 2016, at 9:13 AM, Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov> wrote:

* Just making sure that the note w alternatives that you sent last night was not in response to this one. Basically just want
confirmation that the 2 alternatives | have pasted below both work for you and don’t insert costs into anything?
(a) SCOPE OF REGULATION. —If the Administrator finds-thatthereis-a-reasenable-basiste
conclude-determines in accordance with subsection (b}{4){A)} that the manufacture,
. processing, distribution in commerce, use, or disposal of a chemical substance or mixture,
or that any combination ofsuch activities, presents an unre i to health

substance or mlxture to the extent necessary te—preteet—adequatel»uagamst—sueh—nsk—u»smg
theleast-burdensemereguirements-so that the chemical substance does not present such

_ a risk under the conditionsof use.:
SCOPE OF REGULATION—If the Administrator determines in accordance with subsection (b){4)(A) that the manufacture,
processing, distribution in commerce, use, or disposal of a chemical substance or mixture, or that any combination of
such activities, presents an unreasonable risk of injury to health or the environment, then the Administrator shall by
rule, and subject to section 18, apply one or more of the following requirements to such substance or mixture to the
extent necessary [to ensure/so] that the chemical substance does not present such unreasonable risk, as determined in
accordance with subsection (b)(4)(A), under the intended conditions of use. In selecting the particular requirement or
requirements to be applied pursuant to this subsection, the Administrator shall, in accordance with subsection (c)(2),
take into consideration costs and other factors in choosing amongthe reqmrements evaluated.
Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510
202-224-2742
Connect with Senator Markey

_From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Tuesday, March 22, 2016 3:19 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA - another 6(a) alternatlve

Michal,

This TA responds to the request to review a 6(a) option dealing with section 18 and (c)(2) references

OPTION 2

{(a) SCOPE OF REGULATION. —If the Admlmstrator ﬁnds%ha%—there—&s—a—reasenableﬂbass—te
eonelude-determines in accordance with subsection (b)(4)(A) that the manufacture,
processing, distribution in commerce, use, or disposal of a chemical substance or mixture,
or that any combination of such activities, presents an unreasonable risk of injury to health

o

or the environment, the Administrator shall by rule, and _‘ub‘ ecti




j apply one or more of the following requirements to such

substance or m|xture to the extent necessary te-protectadequately-against suchrisk-using
the least- burdensome-reguirements-so that the chemical substance does not present such

a risk under the conditions of use.:
Does this version address the question you had about why section 18 is there and how it might intersect
with a redundant (c)(2) reference? For your context, the subject to section 18 is there to basically
address the Geier case, namely that one element of that case involved a court dismissing a state tort
action on a car safety matter on preemption grounds despite the existence of a tort savings clause in the .
‘motor vehicle safety act.
The changes you suggest do help address the specific issue we identified in our most recent TA -- the suggestion that
section 18 and 6(c)(2) are on the same footing as limitations on EPA's authority. However, it does not address our long
standing point that we think the reference to section 18 in this context is unnecessary and confusing. We understand -
your point about addressing Geier, but we think section 18 already does that (and if it doesn't, it's hard to see how a
reference to it in section 6 would). The reference to section 18 in section 6(c) of the offer indicates that EPA's authority
to’promulgate rules under section 6(c) is limited in some way by section 18, which we do not understand to be your
intent. Presumably, you mean to say that the preemptive effect of any rules EPA promulgates under section 6(c) is
subject to section 18. (And, again, we don't really see the value of making such a point in section 6, since section 18 '
already provides that it governs the preemptlve effect of section 6 rules, and has whatever effect it has with respect to
Geier.)
Please let me know if any questions. Thanks,
Sven ' ‘
Sven-Erik Kaiser
U.S. EPA .
Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)
Washington, DC 20460
202-566-2753 -

From: Freedhoff, M|chal (Markey) [mallto Michal Freedhoff@markev senate. gov]
Sent: Monday, March 21, 2016 12:17 PM g
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> '

Subject: another 6(a) alternative

OPTION 2
(a) SCOPE OF REGULATION. —If the Administrator finds-thatthere-is-areasenable-basiste
conclude-determines in accordance with subsection (b}(4){A) that the manufacture,
processing, distribution in commerce, use, or disposal of a chemical substance or mixture,
or that any combination of such activities, presents an unreasonabl i ’tg health

substance or mixture to the extenf necessary to-protectadequately-againstsuch-risk-using
the-least-burdenseme-requirements-so_that the chemical substance does not present such

a risk under the conditions of use.:
Does th|s version address the question you had about why section 18 is there and how it might intersect
with a redundant (c)(2) reference? For your context, the subject to section 18 is there to basically address
the Geier case, namely that one element of that case involved a court dismissing a state tort actionon a
car safety matter on preemption grounds despite the existence of a tort savings clause in the motor
vehicle safety act.
-Michal llana Freedhoff, Ph.D.
Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510
202-224-2742




Connect with Senator Markey



Tilleﬂ' , Loreto : ' | '

From: Kaiser, Sven-Erik _

Sent: Thursday, March 17, 2016 3:12 PM

To: ‘Freedhoff, Michal (Markey)'

Subject: ~ RE: Sen. Markey TSCA TA Followup Request on CBI - health and safety studies
Michal,

This TA responds to your request on the alternate formulation. Explicitly tying disclosure regarding a ban or
phaseout to “a request to maintain protections under subsections (g)(1) (g)(2) and (g)(3)” could be read to
indicate that EPA can’'t make such information public until after the Agency receives a request from the
company to maintain protection for the information. This seems unlikely to be the result that you intended.

We think it makes more sense to retain the general reference to (@) (1) — (3), which we would read as -
indic;ating that the procedures in (g) (1) — (3) must be followed where applicable.

Please let me know if any questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA _

Office of Congressional and Intergovernmental Relatlons
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From Freedhoff Mlchal (Markey) [mallto Mlchal Freedhoff@markey senate. gov]
Sent: Thursday, March 17, 2016 12:27 PM

- To: Kaiser, Sven-Erik

Subject: RE: Sen. Markey TSCA TA Followup Request on CBI - health and safety studies

Another formulation

('it)"" _BAN OR :PHASE-OUT .—(A) If the Administrator promulgates a rule pursuant to
section 6(a) that establishes a ban or phase-out of a chemical substance, the protection from
dl_jsclo_sure of any information under this section with reJ;ect to the chemlcal substance shall- be
presumed to:no Ionger apnlv, sublect to a'review of a request to-maintain protections under,
subsections (£)(1).(g)(2) and (g)(3).

Michal Ilana Freedhoff, Ph.D.

Director of Oversight & Investigations
_ Office of Senator Edward J. Markey

255 Dirksen Senate Office Building

Washington, DC 20510

202-224-2742

Connect wnth Senator Markey




From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Wednesday, March 16, 2016 7:00 PM

To: Freedhoff, Michal (Markey)

Subject: Re: Sen. Markey TSCA TA Followup Request on CBI - health and safety studies

Got it-checking along with the last one. Thanks,
Sven

On Mar 16, 2016, at 6:46 PM, Freedhoff, Michal (Markey) <Michal Freedhoffi@markey.senate.gov> wrote:

Does this work for 14(c)(3)(B)

(B) EXCEPTIONS FROM PRESUMPTION

(i) Paragraph (3)(A) shall not apply to any condition of use of a chemical substance for which

an exemption under section 6(g) has been granted:

(ii) For a ban or phase-out of a chemical substance that is not established for all conditions of
use of the chemical substance, paragraph (3)(A) shall apply only to information about the
chemical substance that relates solely to the conditions of use for which the ban or phase-
out is established ;

(iii) Paragraph (3)(A) shall apply to a chemical substance for which a ban or phase-out has
been established if the chemical substance continues to be manufactured, processed and
distributed solely for export if EPA determines that section 12(a)(1) shall not apply to the
chemical substance in accordance with section 12(a)(2). [MF1]; and

(iv) Paragraph (3)(A) shall apply to a chemical substance that is subject to a phase out at such
time as the phase out is fully implemented.

Michal Ilana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]
Sent: Tuesday, March 15, 2016 4:43 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA Followup Request on CBI - health and safety studies

Michal — please see the requested followup TA on CBI and health and safety studies.

Here is an excerpt of current senate 14 with some highlighted text, the first of which was not in the Senate-passed
bill. In your opinion does this first portion of highlighted text change a) existing EPA practice and b) meaning
compared to Senate-passed text. I’'m not reading your response below as a “yes” to either question but | want to be
sure.

Response: EPA would interpret the highlighted language to effect no changes in either EPA practice or the
Senate passed bill. EPA has always addressed the mix of CBIl and non-CBI information in a particular



document, assessing what needs to be protected and what does not, Wthh is what the second hlghhghted text
appears to require.

That said, others may argue that the new highlighted text does effectuate a change in both the bill and
practice. EPA would not interpret (c)(2) as a condition or limitation on (c)(1), because it merely provides that
information that is protectable remains protectable even if mixed with non-protectable information, a position
EPA already takes. However, the new highlighted text might be argued to indicate that (c)(2) i in some way
limits or conditions the scope of lnformatlon releasable pursuant to (¢)(1).

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relatlons
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]
Sent: Tuesday, March 15, 2016 1:16 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA Request on CBI - health and safety studies

Here is an excerpt of current senate 14 with some highlighted text, the first of which was not in the
Senate-passed bill. In your opinion does this first portion of highlighted text change a) existing EPA
practice and b) meaning compared to Senate-passed text. I'm not reading your response below as a
“ves” to either question but 1 want to be sure.

(¢) Information Not Protected From Dlsclosure —
(1) IN GENERAL.—Notwithstanding subsections (a) and (b), and subject to paragraph (2)  the following
information shall not be protected from disclosure:
(A) INFORMATION FROM HEALTH AND SAFETY STUDIES.—
(i) IN GENERAL.—Subject to clause (ii}—
(1) any health and safety study that is submitted under this Act with respect to—
(aa) any chemical substance or mixture that, on the date on which the study is to be
disclosed, has been offered for commercial distribution; or
(bb) any chemical substance or mixture for which—.
(AA) testing is required under section 4; or
(BB) a notification is required under section 5; or
(11) any information reported to, or otherwise obtained by, the Administrator from a health
and safety study relating to a chemical substance or mixture described in item (aa) or (bb) of
subclause (1).
(ii) EFFECT OF SUBPARAGRAPH.—Nothing in this subparagraph authorizes the release of
any information that discloses—
(1) a process used in the manufacturing or processing of a chemical substance or mixture;
or
(II) in the case of a mixture, the portion of the mixture comprised by any chemical
substance in the mixture.
(B) OTHER INFORMATION NOT PROTECTED FROM DISCLOSURE. —The following.
information is not protected from disclosure under this section:
(i) For information submitted after the date of enactment of the Frank R. Lautenberg Chemical
Safety for the 21st Century Act, the specific identity of a chemical substance as of the date on which
the chemical substance is first offered for commercial distribution, -if the person submitting the
information does not meet the requirements of subsection (d). '
(ii) A safety assessment developed, or a safety determination made, under section 6.



(iii) Any general information describing the manufacturing volumes, expressed as specific
aggregated volumes or, if the Administrator determines that disclosure of speciﬁc aggregated
volumes would reveal confidential information, expressed in ranges.

(iv) A general description of a process used in the manufacture or processing and industrial,
commercial, or consumer functions and uses of a chemical substance, mixture, or article containing
a chemical substance or mixture, including information specific to an industry or industry sector
that customarily would be shared with the general public or within an industry or industry sector.

. (2) MIXED CONFIDENTIAL AND NONCONFIDENTIAL INFORMATION.—Any information that
is eligible for protection under this section and is submitted with information described in this subsection’
shall be protected from disclosure, .if the submitter complies w1th subsectlon (d); subject to the condition' that
1nformat10n in the submission that is not eligible for protection against disclosure shall be disclosed.

Michal Ilana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey '

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Tuesday, March 15, 2016 1:13 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA Request on CBI - health and safety studies

Michal, .
This responds to your TA request on CBI and health and safety studies.

Question: Currently if there is CBI in a health and safety study that is not the chemiD sort
that existing tsca protects, does EPA redact that CBI prior to releasing the health and
safety study?

EPA Response: The companies provide a sanitized version of the submission which is what we
publish, assuming no final determination has been made regarding eligibility for confidential
treatment.

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal {Markey) [mailto:Michal Freedhoff@markey.senate.gov]
Sent: Tuesday, March 15, 2016 10:32 AM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: TA - health and safety studies




- Sven

Currently if there is CBiina health and safety study that is not the chemID sort that existing tsca
~ protects, does EPA redact that CBI prior to releasing the health and safety study?

Thx
M

Michal Hlana Freedhoff, Ph.D. »
Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA)



'Tilleg, Loreto ' '

From: Kaiser, Sven-Erik

Sent: o Thursday, December 03, 2015 4:26 PM

To: ' 'Freedhoff, Michal (Markey)'

Subject: RE: Sen. Markey TSCA TA on Animal Testing
Attachments: Sen Markey TSCA TA on animal testing.docx

.Mlchal — the attached document highlights the inconsistencies mentioned below. Thanks
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Kaiser, Sven-Erik

Sent: Thursday, December 03, 2015 4:17 PM

To: 'Freedhoff, Michal {Markey)'

Subject: Sen. Markey TSCA TA on Animal Testing

Michal, .

Although there were no EPA TA comments on the animal testing provisions of the latest version of the Senate
. bill, on earlier versions of the bill EPA pointed out inconsistent use of “vertebrate animal” and “animal’. This
inconsistency remains, please see our TA below.

- The animal testing provisions of section 4(c) remain inconsistent as to whether the goal is reduce animal
testing or only vertebrate animal testing. For example, the overall goal seems to be to minimize use of
vertebrate animals (sec 4(c)(1)), but in service of that goal EPA must encourage and facilitate use of test

- methods that eliminate or reduce the use of animals (sec 4(c)(1)(A)(iii)).

Please let me know if any addltlonal questlons Thanks,
Sven :

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relatlons
1200 Pennsylivania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal {Markey) [mailto:Michal Freedhoff@markey.senate.gov]
Sent: Tuesday, December 01, 2015 2:42 PM

. To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA on House CBI

Thanks very much. On animal testing — just confirming that EPA has no drafting issues or concerns w implementing the
as-reported provisions in S 697 beyond what you sent me?



Michal Ilana Freedhoff, Ph.D. » ' _ ' --
Director of Oversight & Investigations '
- Office of Senator Edward J. Markey

255 Dirksen Senate Office Building

Washington, DC 20510

202-224-2742

Connect with Senator Markey

A %
f fen 3

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]
Sent: Tuesday, December 01, 2015 2:40 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA on House CBI

Michal, .
This follows up on your technical assistance request on the CBI provisions of the House TSCA bill. We have
two TA comments on the attached version of the House bill.

- page 20 lines 14-17: this new text (amending section 14(b)(1)) would protect the confidentiality of chemical

formulas, including molecular structures, in health and safety studies, which would result in the protection of

specific chemical IDs. This would significantly curtail the release of chemical IDs in health and safety studies,
which are releasable under current section 14 unless they reveal process information.

- page 22, lines 12-13: Section 14(c)(1)(C) requires EPA to provide notice to the submitter of impending
release of information claimed as CBI, unless “a request for renewal is granted under subparagraph (B).” But
subparagraph (B) does not require EPA to grant a renewal request; it merely requires that a request be '
submitted '

'I think this completes the outstanding TA requests, please let me know if any additional questions. Thanks,
Sven . : .

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: "Freedhoff, Michal (Markey)" <Michal Freedhoffi@markey.senate.gov>
Date: November 27, 2015 at 7:10:48 AM EST

To: Nichole DiStefano <DiStefano.Nichole@epa.gov>

Subject: TA (good to start on this Monday)

Hi Nichole and hope you had a good holiday
While [ am thinking about itn, I wanted to request EPA TA on the following provisions:
- animal testing in Senate bill

- CBI provisions in both House and Senate bill
2



Guessing and hoping you've already done this for others and it will just be a matter of dlggmg it
out. Either way, it can definitely wait til Monday.

Thanks
Michal

‘Michal Ilana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA)



Tilleg, Loreto ' - ‘

From: ~ Kaiser, Sven-Erik

Sent: . _ Friday, March 25, 2016 8:50 AM

To: Freedhoff, Michal (Markey) )
Subject: Re: Sen. Markey TSCA TA on partial risk evaluations

Michal- The 5 referenced partial risk evaluations were TCE, NMP, MC, ATO and HHCB. EPA found no
concern for ATO (Antimony Trioxide) and HHCB (1,3,4,6,7,8-Hexahydro-4,6,6,7,8.8,- '
hexamethylcyclopenta[y]-2-benzopyran). 1-BP is a draft risk assessment, and was not included in the count. See
EPA’s website on TSCA Work Plan Assessments:

https://www.epa. gov/assessing-and-managing-chemicals-under-tsca/assessments-tsca-work-plan-chgmicals.

Please let me know if any additional questions. Thanks,

Sven

On Mar 25, 2016, at 7:51 AM, Freedhoff, Michal (Markey) <Michal Freedhoff@markev.senateugov> wrote:

Sorry, one last thing on this - you originally listed these chemlcals as the subjects of these RES. But 1 thought in
other TA you said there were 5. What is the 5th? '

TCE, NMP, MC, and 1-BP.

Michal llana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA)

From: Kaiser, Sven-Erik

Sent: Thursday, March 24, 2016 6:48 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA on partial risk evaluations

Michal,

The attached TA responds to the request on partial risk evaluations. Please let me know if any questions.
Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA _

Office of Congressional and Intergovernmental Relations

1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753



From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>
Date: March 22, 2016 at 10:02:12 AM EDT

To: "Kaiser, Sven-Erik" <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA on partial risk evaluations

Would this do it for you? I don’t think a discussion about what you add below re cost considerations would be a
constructive one. I am not sure that this works to address your concern re rules/deadlines though.
{3){A) PRIOR-INITIATED EVALUATIONS[A1] .—




(i) IN GENERAL.—Nothing in this Act prevents the Administrator from initiating a
risk evaluation reLdlnga chem| ubstance, or from continuing or completing
such risk evaluation | altiation, prior to the effective date of the
policies, procedures, and ggidance required to be established by the Administrator

* under this Act[A2].

{il) INTEGRATION OF PRIOR POLICIES AND PROCEDURES.—

As relevant policies and procedures under this Act are established, to the maximum extent
practlcable the Administrator shall integrate the policies and procedures into ongoing risk
evaluations.

(B) ACTIONS COMPLETED PRIOR TO COMPLETION OF POLICIES
AND PROCEDURES.—Nothing in this Act requires the Administrator to revise or withdraw a
completed risk evaluation Bripartialtiskievaliiation: determination or rule solely because the
action was completed prior to the completion of a policy or procedure estabhshed under this Act.

Michal Ilana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven- Erﬂ@epa gov]

Sent: Monday, March 21, 2016 6:25 PM

To: Freedhoff, Michal (Markey) -
-Subject: Sen. Markey TSCA TA on partial risk evaluations

Michal,

This TA responds to your request on partial risk evaluations. Please let me know if any questions. Thanks,

Sven

For the partial RES you flagged for us last week, did EPA use costs when concluding unreasonable risk
for those substances/uses? If EPA was forced to re-do elements of these REs, would the removal of costs
and other non-risk factors alter the trajectory EPA feels these RES and rules is on such that.it might
make sense to delay their completion? Would EPA be proposing to go through with the RES and
associated risk management for those uses using old definitions of unreasonable risk, cost considerations
in rulemaking, and use of science? If EPA were planning to evaluate the additional uses of the substances,
would EPA then plan to use the 'new-tsca’ versions of these terms/considerations? Given the substances
in question and their uses, would EPA expect to prioritize these substances and the rest of the uses not
currently being considered by EPA soon, or has EPA in its view already addressed the real risks from -
these substances? :
Response: EPA has completed risk assessments for 5 chemicals under the TSCA Workplan process. Those
assessments only consider risk. There is no cost consideration. 3 of the chemicals have high risk and are moving
to the risk management phase. We are developing proposed rules. As required by TSCA we will balance costs
and benefits (the value of risk reduction) and identify the least burdensome means to reduce the risk. We are -
scheduled to propose rules for these three chemicals later this year.

The risk assessments for all three of these chemicals had narrow scopes. We did not look at all uses of the
chemicals as would be required under both House and Senate passed bills. We assume that if a bill passes
before we finalize these rules we would need to finalize them using the new rulemaking standard in the law. But
because the risk assessments were done without consideration of costs, we would not need to redo the work for
the uses which have already been assessed.

The issue we are flagging is that meeting the scoping intent of either bill would require a significant amount of
additional work on these three chemicals to assess the uses that were not included in our final assessments. That
could delay regulation of the uses with known risks. Modification of the cost considerations would take a little
time but much less as the cost considerations under the current law are more onerous than either the House or
Senate bills. If the Senate or House bill passed as drafted we would likely call these three chemicals high

3




priority and make an argument that we can go forward with the narrower scoped regulations using the new
standard. There is some legal vulnerability that we’d be prevented from doing so. Because the rulemaking
deadlines in 6(c)(1) begin to run once EPA deems a chemical unsafe, EPA would be on a tighter time clock (4
years, as opposed to 3 years + 4 years) to both complete the risk evaluations AND any associated rulemakings
with respect to other uses not part of the original evaluation. It is not clear to us-whether those additional uses
have risk. In the alternative, we could identify these three chemicals as high priority and then assess the
additional uses before moving to risk management. The down side is that we would know there was risk for
certain uses of these chemicals but we would be waiting to assess the remaining uses before doing any risk
management.

Sven-Erik Kaiser _ :

U.S. EPA ’ :

Office of Congressional and Intergovernmental Relations

1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]

Sent: Sunday, March 20, 2016 11:16 AM '

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik(@epa.gov>

Subject: Questions on partial risk evaluations

Sven '

For the partial RES you flagged for us last week, did EPA use costs when concluding unreasonable risk for
those substances/uses? If EPA was forced to re-do elements of these REs, would the removal of costs and other
non-risk factors alter the trajectory EPA feels these RES and rules is on such that it might make sense to delay
their completion? Would EPA be proposing to go through with the RES and associated risk management for .
those uses using old definitions of unreasonable risk, cost considerations in rulemaking, and use of science? If
EPA were planning to evaluate the additional uses of the substances, would EPA then plan to use the mew-tsca'
versions of these terms/considerations? Given the substances in question and their uses, would EPA expect to
prioritize these substances and the rest of the uses not currently being considered by EPA soon, or has EPA in
its view already addressed the real risks from these substances?

Thanks - just trying to figure out what to do with this and how to draft it etc. Not a weekend thing for you guys!
M

Michal Ilana Freedhoff, Ph.D.

Director of Oversight and Investigations

Office of Senator Edward J. Markey (D-MA)

EPA TA here and below



Tilleﬂ, Loreto _ | | | . A '

From: - Kaiser, Sven-Erik

Sent: L Monday, February 22, 2016 5:12 PM

To: Freedhoff, Michal (Markey)

Subject: Re: Sen. Markey TSCA TA request - risk finding to initiate risk evaluations under section
: 6

Michal,

We've already weighed in on alternative 1 and said that the "may present" finding there is a fairly low bar. Alt 2
introduces a "presents or will present” finding that may be interpreted as a higher bar. Thanks,
Sven .

On Feb 22, 2016, at 5:05 PM, "Freedhoff, Michal {Markey)" <Michal Freedhbfﬂ@markey.senategow wrote:

Why? Just wantmg to understand your thmklng

Alternative 1 is “may present: ,

Alternative 2 is “whether there exists the potentlal that the substance presents or will present”
Michal llana Freedhoff, Ph.D.

Director of Oversight & Investigations "

Office of Senator Edward J. Markey

255 Dirksen Senate Office Building

Washington, DC 20510
202-224-2742

Connect with Senator Markey

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Monday, February 22, 2016 5:00 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA request - risk finding to initiate risk evaluations under section 6
Michal,

Alternative 2 is the higher bar. Thanks,
~ Sven

From: "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov>

Date: February 11, 2016 at 12:00:32 PM EST
To: "Sven-Erik Kaiser (Kaiser.Sven-Erik@epamail.epa.gov)" <Kaiser.Sven-Erik@epamail.epa.gov>
Subject: TA request - risk finding to initiate risk evaluations under section 6

Sven ~

I'd like EPA’s view on which formulation represents a higher bar to'initiating a risk evaluation, and why. Thanks.

Michal ‘

Alternative 1: »
A) In general.—Not later than 6 months after the receipt of information under paragraph (3) for a

" chemical substance, the Administrator shall determine, using the process developed under paragraph (6);
“(i) whether the chemical substance may present an unreasonable risk of injury to human health

or the environment because of potential hazard and a potential route of exposure under the intended
conditions of use, and shall identify such substances as high-priority substance for risk evaluation. The
Administrator shall publish for public notice and comment the scope of the risk evaluation to be
conducted for any such chemical substance; or

Alternative 2:



“(A} In general.—Not later than 6 months after the receipt of information under paragraph (3} for a chemical
substance, the Administrator shall determine, using the process developed under paragraph (6);
“(i} whether there exists the potential that the chemical substance presents or will present an unreasonable risk of injury
to human health or the environment because of potential hazard and a potential route of exposure under the intended
conditions of use, and shall identify such substances as high-priority substance for risk evaluation. The Administrator
shall publish for public notice and comment the scope of the risk evaluation to be conducted for any such chemical
substance; )
Michal lana Freedhoff, Ph.D.
Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510
202-224-2742
Connect with Senator Markey



Tillery, Loreto o | _ : _ . ‘

From: Kaiser, Sven-Erik

Sent: 5 - Thursday, March 24, 2016 2:09 PM

To: T " 'Freedhoff, Michal (Markey)'; Black, Jonathan (Tom Udall); Deveny, Adrian (Merkley)
Subject: _ " RE: Sen. Markey TSCA TA Request on 6(a) "minimum" and preemption

Michal, please see TA responding to your request on “minimum” and preemption.

Question: (1) A requirement that such substance or mixture or any article containing such substance
or mixture be marked with or accompanied by clear and adequate minimum warnings and instructions
with respect to its use, distribution in commerce, or disposal or with respect to any combination.of such
activities. The form and content of such minimum warnings and instructions shall be prescribed by the
Administrator.

' A question has arisen about the word “minimum”. The word is there in part because of the Wyeth case in which the
Supreme Court ruled that a VT failure to warn case was NOT preempted even though the manufacturer complied with |
an FDA labeling requirement. The court said there was no preemptive conflict between an FDA minimum label and
what the VT failure to warn law required. The other issue the word “minimum’ addresses is the scenario in which EPA
sets a labeling requirement based on incomplete or false information and the people harmed by the chemical
involving the inadequate label seek to prove that the company should have done more and knew that this was the
case, and bring the complaint under state tort law — “minimum” therefore avoids a regulatory compliance defense so
the court’s decision is about the merits and not the preemptive effect of the federal label. Just because a company
didn’t HAVE to include the information on the label doesn’t mean that they shouldn’t have included it, and doesn’t
mean that they shouldn’t have known that harm could have arisen from the chemical substance, and they shouldn’t
be able to assert preemptlon in order to avoid having the case heard.

But concerns with the word ‘minimum’ have been articulated as a belief that it means that a state could ALWAYS
exceed a federal minimum labeling standard. My response to this is that section 18 governs this, not the word
“minimum”. If the state labeling law is grandfathered, it is grandfathered. If the label is required under a state clean
air law, it is excepted from preemption. And if the state requests and receives an 18a waiver, preemption for it is
waived. | don’t see how the word ‘minimum’ changes anything about the way section 18 governs what states can do
and when. ‘

Does EPA agree with my read or am | miésing something?

Answer: The Geier decision held that a savings clause saved state laws only from express preemption created
by the statute, not from conflict preemption. Thus, state laws can be preempted, even if within the scope of a
savings clause, if they conflict with the federal regulation at issue, either because compliance with both would
be impossible, or because the state law would frustrate the objectives of the federal law.

It seems likely a court would hold that the section 18 savings provisions do not prevent conflict preemption
from applying (although all the savings language in 18(g) might be held to override conflict preemption). If a
court were to hold that the section 18 savings provisions do not prevent conflict preemption from applying, and
a state enacted a more stringent requirement than a section 6 requirement, industry might well argue that EPA
balanced various considerations in promulgating the rule, that congress was interested in uniformity, and that
the federal requirements should therefore be viewed as ceilings. That may well be a weak argument — uniess
EPA’s rulemaking record demonstrated some specific concern for more stringent requirements — but it's an
argument that might be raised and would not be frivolous.

Please let me know if any questlons Thanks,
Sven



Sven-Erik Kaiser

U.S. EPA

Office of Congressional and intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]
Sent: Tuesday, March 22, 2016 5:15 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: TA request - 6(a) -"minimum"

(l)“A requirement that such substance or mixture or any article
containing such substance or mixture be marked with or accompanied by
clear and adequate minimum warnings and instructions with respect to its
use, distribution .in commerce, or disposal or with respect to any
combination of such activities. The form and content of such minimum
warnings and instructions.shall be prescribed by the Administrator.

A question has arisen about the word “minimum”. The word is there in part because of the Wyeth case
in which the Supreme Court ruled that a VT failure.to warn case was NOT preempted even though the
manufacturer complied with an FDA labeling requirement. The court said there was no preemptive
conflict between an FDA minimum label and what the VT failure to warn law required. The other issue
the word “minimum’ addresses is the scenario in which EPA sets a labeling requirement based on’
incomplete or false information and the people harmed by the chemical involving the inadequate label
seek to prove that the company should have done' more and knew that this was the case, and bring the
complaint under state tort law — “minimum” therefore avoids a regulatory compliance defense so the
court’s decision is about the merits and not the preemptive effect of the federal label. ust because a
company didn’t HAVE to include the information on the label doesn’t mean that they shouldn’t have
included it, and doesn’t mean that they shouldn’t have known that harm could have arisen from the
chemical substance, and they shouldn’t be able to assert preemption in order to avoid having the case
heard.

‘But concerns with the word ‘minimum’ have been articulated as a belief that it means that a state could
ALWAYS exceed a federal minimum labeling standard. My response to this is that section 18 governs
this, not the word “minimum”. If the state labeling law is grandfathered, it is grandfathered. If the label
is required under a state clean air law, it is excepted from preemption. And if the state requests and
receives an 18a waiver, preemption for it is waived. | don’t see how the word ‘minimum’ changes
anything about the way section 18 governs what states can do and when,

Does EPA agree with my read or am | missing something?

Thanks -
michal

Michal Ilana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742



Tilleg, Loreto A : : ‘ ‘

From: Kaiser, Sven-Erik

Sent: Wednesday, December 02, 2015 3:03 PM

To: 'Freedhoff, Michal (Markey)' ’
Subject: 'RE: Sen. Markey TSCA TA Request on PBT

Michal - the simple answer is that conceptually we would do it similar to the way new chemicals are reviewed
now. However, under the bill, it will be a little more involved. Folks here are working now to sort it out. | expect
a response tomorrow. Thanks,

~ Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460 '

202- 566-2753

From Freedhoff Mlchal (Markey) [mallto Mlchal Freedhoff@markey senate. gov]
Sent: Wednesday, December 02 2015 2:38 PM

To: Kaiser, Sven-Erik

Subject: RE: Sen. Markey TSCA TA Request on PBT

Sorry, just checking again on this. thanks/

" Michal Ilana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

~ 202-224-2742

Connect W|th Senator Markey

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven- Erik@_ega.gbv] -
Sent: Wednesday, November 25, 2015 7:10 AM

To: Freedhoff, Michal (Markey)
Sub]ect Sen, Markey TSCA TA Request on PBT

Michal, got it. Will get a response as soon as possible. Please let me know if any additional questions. Thanks,
Sven

dn Nov 24, 2015, at 10:11 PM, "Freedhoff, Michal (Markey)" <Michal Freedhoff@markey.senate.gov> wrote:

Sven



Question for you — section 5 PBT language in S 697 require EPA to know whether a new chemical scores high for P or B
and high or moderate for the other in order to make it subject to the exposure reduction standard. Would this be a null
set provision — how would EPA know that a chemical was P, B, or T, let alone the degree to which it had those
properties, if it was new? :

Thanks
Michal

Michal Ilana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey



Tillez,‘ Loreto ' :

From: ~ Kaiser, Sven-Erik

~ Sent: Thursday, March 24, 2016 1:38 PM
To: ' . 'Freedhoff, Michal (Markey)'; 'Black, Jonathan (Tom Udall)’; 'Deveny, Adrian (Merkley)
Subject: RE: Sen. Markey TSCA TA request on section 8 nomenclature language

Michal — additional TA responding to the request on nomenclature.

First, we do believe we have the authority under section 8(b)(2) of current TSCA to designate new statutory
mixtures. _

Secdnd while the comments we made identified concerns with (A)(iii), we also have additional concerns with
(B)(i) that we hope to get to you on Monday. The (B)(i) concerns are those that we stated we needed more
time to fully articulate.

Please let me know if any questions. Thanks
Sven

Sven-Erik Kaiser

. U.S.EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From Freedhoff Mlchal (Markey) Lllto Mlchal Freedhoff@markev senate. gov]

Sent: Tuesday, March 22, 2016 6:40 PM : -
- To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>; Black, Jonathan (Tom Udall) <Jonathan_Black@tomudall.senate.gov>;
Deveny, Adrian (Merkley) <Adrian_Deveny@merkley.senate.gov> . :
" Subject: RE: Sen. Markey TSCA TA request on section 8 nomenclature language

Re statutory mixtures — does EPA currently have authority to designate new statutory mixtures? | think the intent of the
language is to ensure that EPA could add new mixtures in the future and no intent to create the court argument you're
fearing.

Also, are your concerns with (A)(iii) or (B)(i)? your email says the latter but your comments are on the former.

Monday shouldn’t be a problem but the answer to the question on EPA authority with statutory mixtures would be
helpful.

Thanks
m

Michal Ilana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742



Connect with Senator Markey -

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Tuesday, March 22, 2016 6:02 PM

To: Freedhoff, Michal (Markey); Black, Jonathan (Tom Udall); Deveny, Adrian (Merkley)
Subject: Sen. Markey TSCA TA request on section 8 nomenclature language

Michal — while understanding the TA request’s-urgency, given schedules and the specific technical and legal
knowledge required on nomenclature, we need to hold off responding fully until Monday. We have concerns
about (B)(i) and need more time to articulate them. Please let me know right away if that is a problem.

On statutory mixtures, a concern was raised that the original drafting would have allowed any
component of a statutory mixture to get on the TSCA inventory and bypass section 5. What you'll see
here are efforts to ensure that the CATEGORIES go onto the inventory but the COMPONENTS (which
may include byproducts that do not appear on the TSCA inventory) only get onto the inventory when
they're part of the categorylmlxture but not as separate substances. There are a couple of options
here.

Response: Although not able to fully respond yet, we have several concerns, including that the “including,
without limitation” language suggests that there are unidentified statutory mixtures beyond the six, creating the
possibility that a court might interpret the provision as expandlng EPA’s current understanding of the scope of
statutory mixtures.

The second relates to the multiple CAS question of whether, for example, that language could have
been used to argue that all chlorinated paraffins are the same chemical substance. This Ianguage
seeks to create a clear process by which someone could ask EPA to make the determmatlon but the
detérmination would be EPA's, Again, pls share thoughts etc.

Response: EPA has no concerns with the (B)(ii)‘language‘

We continue to work on this TA request, please let me know |f any questions. Thanks,
Sven 4

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Mlchal (Markey) <Michal Freedhoff@markey.senate.gov>
Sent: Monday, March 21, 2016 7:08 PM

To: Kaiser, Sven-Erik

Cc: Black, Jonathan (Tom Udall)

Subject: Time-sensitive on section 8

Sven
Can you pls rush the review of this red-line_d text to portions of section 8?

Here are the basic questions:



On statutory mixtures, a concern was raised that the original drafting would have allowed any component of a
statutory mixture to get on the tsca inventory and bypass section 5. What you'll see here are efforts to ensure
‘that the CATEGORIES go onto the inventory but the COMPONENTS (which may include biproducts that do not
appear on the tsca inventory) only get onto the inventory when they're part of the category/mixture but not
.as separate substances There are a couple of options here.

The second relates to the multiple CAS question of whether, for example, that language could have been used
to argue that all chiorinated paraffins are the same chemical substance. This language seeks to create a clear
process by which someone could ask EPA to make the determmatlon but the determmatlon would be EPA's,
Again, pls share thoughts etc.

I' think there is a desire to get this to the House asap.

Thanks

M .

Michal llana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA)



Tillez, Loreto | '

From: - Kaiser, Sven-Erik

Sent: * Wednesday, March 02, 2016 10:32 AM

To: . 'Freedhoff, Michal (Markey)'

Subject: RE: Sen. Markey TSCA TA request on section 14 CBI Disclosure Penalties
Michal,

-Responding to your followup TA request on CBI penalties.

House section 14(f) creates a prohibition on the use of CBI. Section 14(f) relates back to'section 14(a):
“No person who receives information as permitted under subsection (a) may use such information for
any purpose not specified in such subsection.” EPA has not identified any implementation concerns in
its own history relating to the scope of the authorized uses of TSCA CBI that are listed under 14(a).

However, because the House bill would amend section 15(1) to allow for enforcement of, infer alia,
“any requirement of this title”, the use restrictions in 14(f) would be enforceable under TSCA section 15
against persons authorized to receive the information, such as states. The substantive effect of this
conforming change on the enforceability against unauthorized use and disclosure of information under
section 14 may not have been intentional. The potential for imposition of civil and criminal penalties
may discourage states, local governments, tribes, and health and environmental professionals from
requesting and using CBI for legitimate purposes, for fear of inadvertently using or disclosing the
information in a manner not specified, and might be viewed as contrary to other efforts to mcrease
transparency.

This issue could be alleviated by inserting a sentence in revised section 15 stating, “This section does
not apply to the disclosure or use of information under section 2613 of this title”, or similar language.

Please let me know if any additional questions. Thanks;
Sven

~

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A) '
Washington, DC 20460 ‘

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senaté.gov] '
‘Sent: Friday, February 26,2016 11:30 AM

To: Kaiser, Sven-Erik '
Subject: RE: Sen. Markey TSCA TA request on section 14 CBI Disclosure Penalties

As a follow up, isn’t this language in the House bill new? Any workability or other concerns here?

(f) PROHIBITION.—NGo person who receives information as permitted under subsection (a) may use such information for
any purpose not spec1ﬁed in such subsectlon nor disclose such information to any person not authorized to receive such
information.

Michal Ilana Freedhoff, Ph.D.



Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect wnth Senator Markey

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]
Sent: Thursday, February 25, 2016 11:52 AM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA request on section 14 CBI Dlsclosure Penalties

Michal — Please see attached TA responding to_ your request on TSCA section 14 on CBI. The technical

- assistance is intended for use only by the requester. The technical assistance does not necessarily represent
the policy positions of the agency and the administration on the bill, the draft language and the comments.
Please let me know if any additional questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]
Sent: Thursday, February 18, 2016 4:09 PM
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

- Subject: TA request section 14

Sven -

- House section 14 has a penalty provision related to disclosure of CBI.

We are trying to compare this provision with other disclosure penalty provisions that exist in other statutes
administered by EPA. We are aware of EPCRA and SDWA provisions, some restrictions on the way RMP data is
disclosed, etc., but probably lack a full awareness/understanding of their similarities/differences.

Could you pull the examples of other provisions that create penalties for disclosure of CBI that are included in
EPA statutes and give us some basis to compare them with what is in House section 14, along with any
probIems/limitations/workability concerns that may have been unintended/experienced in those existing
statutes? Happy to get any concerns about the way that House provision might be expected to work as well.

'I;hanks
Michal



Mi~chal llana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA)



Tillery, Loreto

From: - » Kaiser, Sven-Erik

Sent: Wednesday, February 10, 2016 12:43 PM

To: ' 'Freedhoff, Michal (Markey)'

Subject: RE: Sen. Markey TSCA TA request- sectlon 5 scope of preemption
Michal,

This responds to your followup question on the example of a chemical where addltlonal risks became known
later. The example we provided was TBB.

Consent order signed -~ 11/5/96.

Notice of Commencement -- 6/12/97

Please let me know if any questlons Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA . _

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From Freedhof‘f Mlchal (Markey) [mallto Mlchal Freedhoff@markJ senate, gov]
Sent: Tuesday, February 02, 2016 5:06 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> .

Subject: RE: Sen. Markey TSCA TA request- section 5 scope of preemption

Thank you very much. When was that? and was that TBB or a different chemical?

Michal Ilana Freedhoff, Ph.D.

Director of Oversight & Investigations

Office of Senator Edward J. Markey

255 Dirksen Senate Office Building:

Washington, DC 20510

202-224-2742 ‘ ,

Connect with Senator Markey

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]

Sent: Tuesday, February 02, 2016 5:01 PM

To: Freedhoff, Michal (Markey) . _

Subject: Sen. Markey TSCA TA request- section 5 scope of preemption

Michal,
This responds to your TA request below.

Are there examples of chemicals that EPA imposed some sort of restriction on (either through-a PMN consent dgreement
with a single manufacturer or through a SNUR to all potential manufacturers of that chemical) that, after EPA obtained
more data once the chemical had been in commerce for some time, turned out to pose much greater or different risks

1



than EPA initially believed existed at the time the first PMN was submitted/reviewed? Were any of these chemicals
subsequently requlated by States once these added/new risks became known? Any and all examples are welcome — I'm
trying to turn my concerns about that House provision into a real world example if one or more exist.

EPA Response:

One of the major components of the fire retardant product Firemaster 550 came through the TSCA new
chemicals program before all of the concerns for this class of chemicals had become clear. EPA regulated
some aspects of its use (e.g., not allowing releases to surface water) but did not address others, such as
human health hazards and potential exposure, that we would now flag for further assessment and action based
on more recent information.

Several states have either put restrictions on these chemicals, or have proposed to do so. For example,
Minnesota enacted legislation to prohibit the manufacture, sale, offer for sale, or distribution for sale or use of
children’s products and furniture containing a minimum quantity of flame-retardant chemicals. California is
currently reviewing flame retardants when used in furnishings or in building products, including ingredients in
Firemaster 550, to investigate whether they shouid be subject to their Safer Consumer Product Regulat|ons
This process in California is focused on determining if safer substitutes are available.

This technical assistance is provided in response to a congressional request‘and is intended for use only by
the requester. The technical assistance does not necessarily represent the policy positions of the agency and
the administration on the bill language and comments. Please let me know if any additional questions. Thanks,
Sven’ '

Sven-Erik Kaiser

U.S. EPA .
Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]
Sent: Friday, January 15, 2016 1:22 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: TA request- section 5 scope of preemption

Sven

I'm interested in seeing whether there are any real-world examples that could illustrate potential problems with House
scope of preemption for new chemicals.

Are there examples of chemicals that EPA imposed some sort of restriction on (either through a PMN consent
agreement with a single manufacturer or through a SNUR to all potential manufacturers of that chemical) that, after EPA
obtained more data once the chemical had been in commerce for some time, turned out to pose much greater or
different risks than EPA initially believed existed at the time the first PMN was submitted/reviewed? Were any of these
chemicals subsequently regulated by States once these added/new risks became known? Any and all examples are
welcome —I’m trying to turn my concerns about that House provision into a real world example if one or more exist.

Thanks
Michal .

Michal Ilana Freedhoff, Ph.D.
Director of Oversight & Investigations
Office of Senator Edward J. Markey



255 Dirksen Senate Office Building
Washington, DC 20510
202-224-2742

Connect with Senator Markey




Tillez,. Loreto ' o - _

From: : ~ Kaiser, Sven-Erik -

Sent: Thursday, March 10, 2016 12:05 PM

To: - 'Black, Jonathan (Tom Udally’ |

Ce: : Freedhoff, Michal (Markey); Deveny, Adrian (Merkley)’
Subject: ~ RE: Sen. Udall TSCA TA Request on User Fees
Jonathan, '

Last year we provided to CBO that current EPA funded assessments can be up to $1 million each and current
risk management actions can cost about $1.5 million each ~ adding up to the $2.5 million figure you asked
about. At this point, we don’'t have any reason to change the estimates based on the various versions of the
bills under consideration. Please let me know if any additional questions. Thanks, -

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460 '

202-566-2753

From: Black, Jonathan (Tom Udall) [mailto:Jonathan_Black@tomudall.senate.gov]
Sent: Thursday, March 10, 2016 9:54 AM

To: Kaiser, Sven-Erik

Cc: Freedhoff, Michal (Markey) ; Deveny, Adrjan (Merkley)

Subject: RE: Sen. Udall TSCA TA Request on User Fees .

We have it somewhere that it costs approx. $2.5M from start to finish (on average to evaluate a chemical

and then regulate it).

From: Kaiser, Sven-Erik [mailto:Kaiser.Sven-Erik@epa.gov]
Sent: Thursday, March 10, 2016 9:54 AM
~To: Black, Jonathan (Tom Udall) <Jonathan_Black@tomudall.senate.gov>
Cc: Freedhoff, Michal (Markey) <Michal Freedhoff@markey.senate.gov>; Deveny, Adrian (Merkley)
<Adrian Deveny@merkley.senate.gov>
Subject: Sen. Udall TSCA TA Request on User Fees

Jonathan — checking. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA '

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

[From: Black, Jonathan (Tom Udall) [mailto:Jonathan_Black@tomudall.senate.gov]
Sent: Thursday, March 10, 2016 9:53 AM
To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>




Cc: Freedhoff, Michal (Markey) <Michal_Freedhoff@markey.senate.gov>; Deveny, Adrian (Merkley)
<Adrian_Deveny@merkley.senate.gov>
Subject: User Fees

Sven, I'm trying to find T.A. that was already provided to me that explains the costs of risk evaluations and
regulations of chemicals.

The only one | can find at the moment is this one. is there a way to track down other fee related T.A. that
has been provided already?



\

Tillez, Loreto : : :

From: Kaiser, Sven-Erik

Sent: Wednesday, February 17, 2016 2:49 PM
‘Tor . o *Karakitsos, Dimitri (EPW)'

Subject: ~ RE: SEPW TSCA budget request

Dimitri — FY2016 Pres Bud request for CRRR was $56,304,000 and 239.2 FTE

See p. 485 - hitp://www.epa.gov/sites/production/files/2015-
02/documents/epa_fy_2016_congressional_justification. pdf

Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Karakitsos, Dimitri (EPW) [mailto:Dimitri_Karakitsos@epw.senate.gov]
Sent: Wednesday, February 17, 2016 1:40 PM

To: Kaiser, Sven-Erik .
“Subject: Re: SEPW TSCA budget request

Thanks Sven - can you just give me the fy requested for 2016 as well? Not just the enacted?

No need for a call.

From: Kaiser, Sven-Erik

Sent: Wednesday, February 17, 2016 1:33 PM
To: Karakitsos, Dimitri (EPW)

Subject: SEPW TSCA budget request

Dimitri — below are the most recent budget numbers. — See p. 502 in the Congressional Justification -
http://www.epa.gov/sites/production/files/2016-02/documents/fy 17-congressional-justification. pdf. Let me know
if you want to discuss — today is bad but Wendy could do something first thing tomorrow morning if helpful.
Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relatlons
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753



Toxic Substances: Chemical Risk Review and Reduction -~
Program Area: Toxics Risk Review and Prevention
Goal: Ensuring the Safety of Chemicals and Preventing Pollution
Objective(s): Ensure Chemucal Safety

{Dollars in Thousands)

. FY 2017 Pres Bud
FY 2015 FY 2016 Yy 2017 Y.
Actuals Enacred Pres Bud FY 2016 Enacted
Eigi'if@;eﬁtél:t’a! Program & Management §58,721.1 | - SS&SS%{Q; L S6T186.0°| - S8,632.0
Total Budget Authority / Obligations $38,721.1 £58.554.0 $67,186.0 $8,632.0
Total Workyears 225.1 2387 287 106 |

From: "Karakitsos, Dimitri (EPW)" <Dimitri_Karakitsos@epw.senate.gov>
Date: February 17, 2016 at 11:00:09 AM EST

To: Sven Kaiser <Kaiser.Sven-Erik@epamail.epa.gov>

Subject: TSCA budget request

Sven, | keep seeing different numbers in what you all have requested both this yeaI: and last year for TSCA (withfn the
Chemical Risk Review and Reduction). In FY 17 for example | have seen the number $62.4 as well as $67.2. For FY 2016 |
have seen both $69 million and $56.3 million.

Can you all quickly get back to me on what exactly the budget request was last year for TSCA activities (even if it is
within two programs) and what it is this year?

Happy to talk with someone if it is helpful and easier to explain.

-

Dimitri J. Karakitsos
Majority Senior Counsel
Senate Committee on
Environment and Public Works
(202) 224-6176



Tilleﬂ, Loreto - - ' :

From: Kaiser, Sven-Erik
Sent: : . Friday, March 18, 2016 10:35' AM
"~ To: : .- Freedhoff, Michal (Markey)
Subject: - Re: TA request - section 14(c)(1) and (2)

Michal- this | TA responds to the section 14(c)(1) and (2) request. Please let me know if any questions. Thanks,
Sven

EPA’s read of the Senate-passed text is that EPA has to disclose everything in health and safety studies even if
_parts of those studies would qualify as CBI under FOIA. As we read (c)(2), it merely provides that if protectable
information is submitted along with un-protectable information, EPA must protect the former while disclosing
the latter. For example, if a company submits a health and safety study along with a cover letter providing
protectable process information that the company claims as CBI, (c)(1) and (2) read together require EPA to
‘release the study and protect the letter (which, per earlier TA, EPA would do anyway).

If 14(c)(2) were read to require protection of otherwise protectable information contained in the health and -
safety study, it would drain 14(c)(1) of any force. Under this reading, 14(c)(1) would provide only that
information in a health and safety study that is not protectable under the 14(a) standard is not protectable,
putting health and safety studies on the same footing as any other submission. ‘

You raise the issue of why 14(c)(1) is not already drained of force, given that 14(c)(2) is already present in the
bill. Here’s why not: 14(c)(2) only protects information that is already “eligible for protection under this
section,” and provides that eligible CBI does not lose that CBI protection simply by being juxtaposed with
information that is not eligible for protection as CBI. But 14(c)(1) reflects a separate and logically prior
determination that the information included in the health and safety study is not eligible for protection under .
this section, and thus 14(c)(2) doesn’t even become relevant. However, if the 14(c)(2) proviso (that the location
of the CBI won’t cause a loss of CBI protection) is incorporated back into 14(c)(1), then it could have the effect:
of neutralizing 14(c)(1).

On Mar 17, 2016,' at 6:24 PM, Freedhoff, Michal (Markey} <Michal Freedhoff@markey.senate.gov> wrote:

This is a continued question about (c)(1) and (c)(2), re-pasted below.
Is EPA’s read of Senate-passed text that it has to disclose everything in health and-safety studies even if parts of those
studies would qualify as CBI under FOIA? If so, ] don’t understand why, given (c)(2). If not, then why does that first
“subject to para 2” change anything?
Thanks
‘Michal
' (a) Information Not Protected From Disclosure.—
(1) - IN GENERAL.—Notwithstanding subsections (a) and (bL[and sublect to
Qaragraph (2)[,[MF1] the following information shall not be protected from disclosure:
(A) INFORMATION FROM HEALTH AND SAFETY STUDIES.—
(il  IN GENERAL.—Subject to clause {(ii)— '
(1) any health and safety study that is submitted under this Act with

respect to—
(aa) any chemical substance or mixture that, on the date on which the study

is to be disclosed, has been offered for commercial distribution; or




(bb) any chemical substance or mixture for which—
(AA) testing is required under section 4; or (BB) a notification is
required under section -
S.or

{l)any_information reported to, or otherwise -obtained by, the
Administrator from a health and safety study relating to_a chemical
substance or mixture described in item (aa) or (bb) of subclause (i).

(ii) EFFECT OF SUBPARAGRAPH.—Nothing in_this subparagraph
authorizes the release of any information that discloses—

(1) a process used in the manufacturing or processing of a chemical
substance or mixture; or

{I1} in the case of a mixture, the portion of the mixture comprised bv any .
chemical substance in the mixture.

(B} OTHER INFORMATION NOT PROTECTED FROM
DISCLOSURE.—The following information is not protected from disclosure under this

section:

(i) For information submitted after the date of enactment of the Frank
R. Lautenberg Chemical Safety for the 21st Century Act, the specific identity of
a chemical substance as of the date on which the chemical substance is first
offered for commercial distribution, if the person submitting the information
does not meet the requirements of subsection (dA risk evaluation conducted
under section 6.

(i)  Any general information describing the manufacturing volumes,
expressed as specific aggregated volumes or, if the Administrator determines
that disclosure of specific_aggregated volumes would reveal confidential
information, expressed in ranges. '

iii A general description of a process used in the manufacture or
processing and industrial, commercial, or consumer functions and_uses of a
chemical substance, mixture, or article containing a chemical substance or
mixture, including information specific to an industry or industry sector that
customarily would be shared with the general public or within an mdustrv or

industry sector.
(2) MIXED CONFIDENTIAL AND NONCONFIDENTIAL

INFORMATION.—Any information that is eligible for protection under this section and is

submitted with information described in this subsection shall be protected from disclosure, if the

submitter complies with subsection (d). subject to the condition that information in the submission

that is not eligible for protection against disclosure shall be disclosed.

Michal llana Freedhoff, Ph.D.
Director of Oversight & Investigations
Office of Senator Edward 1. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey



Tillem, Loreto | , .

From: . Kaiser, Sven-Erik

Sent: ‘ Monday, February 01, 2016 12:41 PM
To: ‘ Fruci, Jean '

Subject: Re: TSCA.ITC

Jean,

I'm away from my desk, will call in 30 min. Please see EPA's response to your question.

Yes, the Interagency Testing Committee (ITC) still exists and meets twice a year to review federal data
needs for chemicals to add to the Priority Testing List (PTL). When the ITC makes changes to the PTL, '
it sends a report to the EPA Administrator, who then publishes the report for public comment. Although
the ITC did meet on a semi-annual basis in 2014-15, it did not recommend-any changes to the PTL. As a
result, no report was published. The next ITC meeting is scheduled for March 2016.

Please let me know if any additional questlons Thanks, :

Sven

On Feb 1, 2016, at 12:27 PM, "Fruci, Jean" <Jean Fruci@mail.house.gov> wrote:

Sven:
Any prdgress on this? Would you give me a call, please?
Jean

Jean Fruci, Ph.D.
Committee on Energy & Commerce
U.S. House of Representatives
Washington, DC 20515
202 225-4407

" jean.fruci@mail.house.gov

From: Fruci, Jean

Sent: Tuesday, January 26, 2016 4:50 PM

To: 'Kaiser.Sven-Erik(@epa.gov' <Kalser Sven—Er1k@euov>
Subject: TSCA ITC

Sven:
~ I'was doing some background work on the existing ITC.

- Isee there are regular reports from the TSCA Interagency Testing Comm1ttee through Jan 2014. Does the R
Committee still exist? Why were there no reports issued in 2015?

Thanks. I hope you are surviving the snow storm.



Tillem, Loreto ‘ , :

From: o Kaiser, Sven-Erik )
Sent: Thursday, March 17, 2016 2:34 PM
To: ' - 'Freedhoff, Michal (Markey)’

' Subject: RE: TSCA TA - Section 6 Issue

Michal - are you referring to 26(])(4)? If so, that does not address the issue.

‘The provision allows EPA to continue section 6 work while the policies, procedures and guidance required
under the bill are being developed. But it does not address the issue of how the “partial” risk assessments or
determinations that EPA is currently pursuing would fit into the new section 6 structure. .

Please let me know if any questions. Thanks,
Sven

-Sven-Erik Kaiser

~U.S. EPA
Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A) : -
Washington, DC 20460
202-566-2753

From: Freedhoff, Michal {Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Thursday, March 17, 2016 2:21 PM

To: Kaiser, Sven-Erik o

Subject: Re: TSCA TA - Section 6 Issue

Question - what about our section 26 language

Michal llana Freedhoff, Ph.D.
Director of Oversight and Investigations
(Office of Senator Edward J. Markey (D-MA)

From: Kaiser, Sven-Erik -

Sent: Thursday, March 17, 2016 2:10 PM
To: Freedhoff, Michal (Markey)

Subject: TSCA TA - Section 6 Issue

Michal, , : A .
In reviewing bill text (house and senate passed bills), EPA just discovered a technical issue that will have significant policy
implications for EPA’s ongoing work under Section 6. As currently drafted, both Senate and House bills could frustrate
EPA’s ability to timely manage risks that have been (or may be) identified in our current Work Plan risk assessments.

As you know, EPA has been working on risk assessments (draft and final) for a number of chemical substances - TCE,
'NMP, MC, and 1-BP. These risk assessments have been scoped relatively narrowly, so as to focus the Agency’s resources
on uses most likely to present risk. EPA is not looking at all the conditions of use for these chemicals.

This approach, which might be characterized as a partial risk evaluation or partial safety determination, we see as simply
not contemplated under the Senate and House bills. The section 6 structure in both bills would require EPA to assess a -

chemical in its entirety, based an all conditions of use — not just a subset of those uses.

1



Should the House/Senate construct become law, the Agency would be left with a difficult choice in moving forward with
our ongoing Work Plan assessment and rules ’

One option might be to move forward with finalizing the risk evaluation and regulating a subset of chemical uses.
There’s some risk that the new law would not support such an interpretation. Even if it would, the risk management
deadline for the chemical would start ticking immediately. That means that EPA would be on the clock to expand the risk
evaluation to cover remaining non-scoped uses, finalize those determinations, AND complete a rulemaking to manage
any associated risks. For risk assessments that are draft or final, this appears to be the public policy preferred option. It’s
highly unlikely that EPA would be able to complete this work for non-scoped uses within the statutory timeframes.

Alternatively, EPA could hold off on moving to risk management finalizing and spend additional time evaluating the full
suite of uses. This would have the practical effect of allowing known risks to health or the environment (i.e., those
identified in the narrowly-scoped assessment) to continue unregulated during this period.

We'd welcome an opportunity to work with you on a drafting solution to this issue, but wanted to bring to your
attention as soon as possible.

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
. 1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753



Tillez, Loretb ' - o '

From: - Kaiser, Sven-Erik

Sent: ) Wednesday, February 10, 2016 6:32 PM

To: ' 'Freedhoff, Michal (Markey)’ :

Subject: _ RE: URGENT FW: Sen. Markey TSCA TA - Senate section 4

“Michal - If by “section 5 testing”, you mean testing uhder the authority of section 4(a)(1)(A) to review 'a notice
under 5(d), then the answer is YES. Please let me know lf any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

© 202-566-2753

From: Freedhoff, Michal {(Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Wednesday, February 10, 2016 6:17 PM

To: Kaiser, Sven-Erik

Subject: Re URGENT FW: Sen. Markey TSCA TA - Senate sectlon 4

Thanks. Conflrmlng to be sure that this applies to section 5 testing too, when there is less information
“available to EPA?

Michal tlana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA)

From: Kaiser, Sven-Erik
~ Sent: Wednesday, February 10, 2016 6:14 PM
To: Freedhoff, Michal (Markey) '
Subject: FW: URGENT FW: Sen. Markey TSCA TA - Senate section 4

Michal,
Below is the last piece of urgent TA on Senate sectlon 4. The other TA requests are in process Thanks,

Sven

" Someone has just proposed the following savings clause to be added to the end of section 4. | do not know whether it is
truly conforming and am also not sure what it is intended to accomplish. Can you pls check it out?

(b) Conforming Amendment.—Section 104{i)(5)(A) of the Comprehensive[A1] Environmental Response, Compensation,
and Liability Act of 1980 (42 U.S.C. 9604(i)(5)(A)) is amended in the third sentence by inserting “(as in effect on the day
" before the date of enactment of the Frank R. Lautenberg Chemical Safety for the 21st Century Act)” after “Toxic
Substances Control Act[A2] .

EPA Response: Compared to the bill language passed out of the Senate, this proposal would raise the bar for
EPA to require testing under Section 4, requiring the Agency to find both a “reasonable basis of concern about
the potential risk” AND that testing is necessary for oné of the specified purposes in 4(a)(1)(A)-(D). The bar for
testing is still lower than current law, which requires a finding that a chemical either “may present an
unreasonable risk” or has substantial volume/exposure. Moreover, EPA is finding it difficult to imagine a

1



scenario in which there would be such an absence of chemical data (or any other scenario) as to perpetuate
the catch-22. : )

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

I’m not familiar with this — who brought it up?



Tilleg, Loreto \ ‘

From: Kaiser, Sven-Erik

Sent: Wednesday, February 10, 2016 520 PM

To: : : ‘Freedhoff, Michal (Markey)’

Subject: RE: URGENT FW: Sen. Markey TSCA TA - Senate section 4

Michal — a clarification on the earlier TA below The éuggested bill text refers to the 3™ sentence in the relevant
provision of CERLA, but it's actually the fourth. Here’s the revised proposed response, with that added.

Assuming this would be a change to the Senate bill, this seems appropriate and truly conforming. We note, though, that
the proposed language indicates that it is changing the third sentence in the CERCLA provision, but the relevant
language is actually in the fourth sentence.

Assuming we have that right: the provision of CERCLA that would be amended requires ATSDR, before embarking on a
program of chemical testing, to “consider the recommendations of the ITC under section 4(e) of TSCA on the types of
research that should be done.” This amendment would add “as in effect on the day before the date of enactment of”

FRL after “TSCA”. This seems appropriate, because TSCA as revised by the senate bill would no longer have a provision
authorizing the ITC, and the new section 4(e) would have nothing to do with the ITC.

Sven-Erik Kaiser

U.S. EPA

Office of Congressmnal and Intergovernmental Relatlons
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

"Michal — below is additional TA on the section 4 question. We're still working on the other question and we’ll
get you that as soon as possible. Thanks,
Sven

Assuming this would be a change to the Senate bill, this seems appropriate and truly conforming. The prdvision of
CERCLA being amended requires ATSDR, before embarking on a program of chemical testing, to “consider the
recommendations of the ITC under section 4(e) of TSCA on the types of research that should be done.” This amendment
- would add “as in effect on the day before the date of enactment of” FRL after “TSCA”. This seems appropriate, because
TSCA as revised by the senate bill would no longer have a provision authorizing the ITC, and the new section 4(e) would
have nothing to do with the ITC. -

Someone has just proposed the following savings clause to be added to the end of section 4.1 do not know whether it is
truly conforming and am also not sure what it is intended to accomplish. Can you pls check it out? :

(b) Conforming Amendment.—Section 104(i)(5)(A) of the ino“n"ip’rehehsiVef[Al] Environmental Response,
Compensation, and Liability Act of 1980 (42 U.S.C. 9604(i)(5)(A)) is amended in the third sentence by inserting “(as in
effect on the day before the date of enactment of the Frank R. Lautenberg Chemical Safety for the 21st Century Act)”
after “Toxic Substances Control IAct[AZ] ” .

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]
Sent: Wednesday, February 10, 2016 3:39 PM '



To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>
Subject: RE: Sen. Markey TSCA TA - Senate section 4

Sven, it would be great to get the rest of the section 4 stuff before 4:30. Thank you.

Michal Tiana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Con

o




Section 4(f) says "if EPA thlnks something is super dangerous, regulate it qulckly ortell
everyone why there is no unreasonable risk".

Does EPA believe that it could decide not to regulate the super dangerous thing because it would
be too expensive to do so, or does it believe that "unreasonable risk" is solely risk-based?

- EPA Response: We believes that an unreasonable risk determination in section 4(f)
of current TSCA would factor in costs as well as benefits. Such a determination
would not be solely risk-based.

- Do you believe that the exclusion of costs in 4(f) that I sent you in the file yesterday in this
section is needed to maintain consistency with the rest of the bill?-

"EPA Responsé: We believe the exclusion-of-costs language would be important to
" ensure consistency with the rest of the bill. '

Do you believe that, if we exclude costs as drafted in the document sent yesterday, that EPA
~would still be required to consider costs when developmg regulatory action? If not, how would
EPA draft 4(f) that 1) does not remove the words “unreasonable risk” and substitute another
standard and 2) ensures that costs are considered as appropriate when regulatmg, but not when,
deciding WHETHER to regulate.

EPA Response: We believe that EPA would be required to consider costs when
developing regulatory action to the extent cost consideration is required by section
5, 6 or 7 as modified by the Senate bill, even if cost is eliminated as a consideration
under section 4(f). In fact, we believe the elimination of cost considerations from the
unreasonable risk judgment in section 4(f) would be consistent with the usage of
‘“unreasonable risk” in sections 5, 6 and 7. As we interpret those sections, and the
definition of the safety standard in section 3, cost is not a factor in judgments about
whether a risk is unreasonable. EPA must nonetheless consider cost in its risk
management decisions. For example, under section 6, EPA would to consider cost
and other factors in determining the most appropriate restrictions to eliminate any
unreasonable risk, but the determination of whether any remaining risk is
unreasonable would be made without regard to cost. In addition, under section 6,
EPA could consider cost in deciding whether to issue exemptions under section

6(d)(5).

We note that sections 5 and 6 in S bill now require an affirmative ﬁnding on the part of EPA.
Would one solution be to end the sentence in 4(f)(2) after “5,6 or 7” and then go to “For good
cause”?

EPA Response: Per the answer to the question above, we do not see a problem with
the drafting that needs to be solved. And we believe implementation issues could be
created by dropping the text you suggest from section 4(f). Without that text, EPA
would be required to take action under section 5, 6 or 7 for every chemical for
which information “indicates to the Administrator that there may be a reasonable



basis to conclude that [the] chemical substance or mixture presents or will present a
significant risk of serious or widespread harm to human beings” (emphasis added).
This finding is a tentative one, and the standard — significant risk — is different from
“unreasonable risk”. Thus, it is not clear that every chemical for which this
tentative finding was made would be determined to warrant action under section 5,
6 or 7 upon more comprehensive review.

More generally, has this provision ever been used and when?

EPA Response: EPA used this provision in 1984 for formaldehyde.



This language is provided by EPA as technical assistance in response to a congressional request. The

technical assistance is intended for use only by the requester. The technical assistance does not

necessarily represent the policy positions of the agency and the administration on the bili, the draft
- language and the comments.

TSCA TA on animal testing in the manager’s amendment version of §.697

SEC. 5. TESTING OF CHEMICAL SUBSTANCES OR
MIXTURES.

(a) In General.—Section 4 of the Tox1c Substances Control Act (15 U.S.C. 2603) is
amended—

* * *
€3(3) by inserting before subsection (f) {as-so-redesignated) the following:
* * * ’

“(c) Reduction of Testing on Vertebrates.—
(1) INGENERAL.—The Administrator shall minimize, to the extent practicable, the use of
vertebrate-animals in testing of chemical substances or mixtures, by—

“(A) encouraging-and-facilitating— prior to making a request or adopting a

requirement for testing using vertebrate animais, taking into consideration, as
appropriate and to the extent practicable, reasonably available—

“(i) toxicity information; )

“(ii) computational toxicology and bioinformatics;

** 1 *(iii) high-throughput screenmg methods and the prediction models of
those methods; and

** 2 %(iv) scnenttﬁcally reliable and relevant alternatives to tests on animals that
would provide equivalent information:;

“(B) encouraging and facilitating—
“(i) the use of integrated and tiered testing and assessment strategies:

“(ii) the use of best available science in existence on the date on which the test
is conducted;

“(ili) the use of test methods that eliminate or reduce the use of Enimalg while
providing information of high scientific quality;

“(iv) the grouping of 2 or more chemical substances into scientifically
appropriate categories in cases in which testing of a chemical substance would
provide reliable and useful information on other chemical substances in the
category:

“(v) the formation of industry consortia to jointly conduct testing to avoid
unnecessary duplication of tests; and

“(vi) the submission of information from—



This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
languoage and the comments. .

(1) Biimal:based studies; and
(1) emerging methods and models; and

“(By*“(C) funding research and validation studies to reduce, refine, and replace the

use of Bnitmaltests in accordance with this subsection, . ... Commented [GB1]: Although the three preceding I’

| references are to “animals” generally, | assume we would 1

*(2) IMPLEMENTATION OF ALTERNATIVE TESTING METHODS. —To promote the | undertake these activities only to the extent they refated to |
development and timely incorporation of new testing methods that are not based on | testing of vertebrates, since these commands fall under the !
vertebrate animals, the Administrator shall— | general command in (c){2) to take steps to minimize use of 1

ivertebrates. :

- “(A) not later than 2 years after the date of enactment of the Frank R. Lautenberg
Chemical Safety for the 21st Century Act, develop a strategic plan to promote the
development and implementation of alternative test methods and testing strategies to
generate information under this title that can reduce, refine, or replace the use of
vertebrate animals, including toxicity pathway-based risk assessment, in vitro studies,
systems biology, computational toxicology, bioinformatics, and high-throughput
screening;

*(B) as practicable, ensure that the strategic plan developed under subparagraph (A)
is reflected in the development of requirements for testing under this section;

“(C) identify in the strategic plan developed under subparagraph (A) particular
alternative test methods or testing strategies that do not require new vertebrate animal
testing and are scientifically reliable, relevant, and capable of providing information of
equivalent scientific reliability and quality to that which would be obtained from
vertebrate animal testing;

(D) provide an opportunity for public notice and comment on the contents of the
plan developed under subparagraph (A), including the criteria for considering scientific
reliability, relevance, and equivalent information and the test methods and Strategxes
identified in subparagraph (C);

*(E) beginning on the date that is 5 years after the date of enactment of the Frank R.
Lautenberg Chemical Safety for the 21st Century Act and every 5 years thereafter,
submit to Congress a report that describes the progress made in implementing this
subsection and goals for future alternative test methods implementation;

*“(F) fund and carry out research, development, performance assessment, and
translational studies to accelerate the development of test methods and testing
strategies that reduce, refine, or replace the use of vertebrate ammals in any testing
under this title; and

*(G) identify synergies with the related information requirements of other
jurisdictions to minimize the potential for additional or duplicative testing.

“(3) CRITERIA FOR ADAPTING OR WAIVING ,“ WTESTING REQUIREMENTS. —On request e Ccmmented [6B2]: lnnocuaus, in view ofmore specific
from a manufacturer or processor that is required to conduct testing of a chemical substance ! language in text.
or mixture on vertebrate animals under this section, the Administrator may adapt or waive
the requirement, if the Administrator determines that—

.




~ .

* This language is provided by EPA as technical assistance in response to a congressional request. The
technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments.

“(A) there is sufficient evidence from several independent sources of information to
support a conclusion that a chemical substance or mixture has, or does not ‘have, a
particular property if the information from each individual source alone is insufficient
to support the conclusion;

*(B) as a result of | or more physical or chemical properties of the chemlcal
substance or mixture or other toxicokinetic considerations—

*(i) the substance cannot be absorbed; or
“(ii) testing for a specific endpoint is technically not practicable to conduct; or

“(C) a chemical substance or mixture cannot be tested in Veftebraté’animals at
concentrations that do not result in significant pain or distress, because of physical or
chemical properties of the chemical substance or mixture, such as a potential to cause
severe corrosion or severe irritation to the tissues of the animal.

*“(4) VOLUNTARY TESTING.—

“(A) INGENERAL.—Any person developing information for submission under this
title on a voluntary basis and not pursuant to any request or requirement by the
Administrator shall first attempt to develop the information by means of an alternative
or fionanimal test method or testing strategy that the Administrator has determined
under paragraph (2)(C) to be scientifically reliable, relevant, and capable of prov1d1ng
equivalent information, before conducting new ﬁ@ﬁm

“(B) EFFECT OF PARAGRAPH.—Nothing in this paragraph—

*(i) requires the Administrator to review the basis on which the person is
conducting testing described in subparagraph (A);

“(ii) prohibits the use of other test methods or testing strategies by any person .
for purposes other than developing information for submission under this title on
a voluntary basis; or

*(iii) prohibits the use of other test methods or testing strategies by any person,
subsequent to the attempt to develop information using the test methods and
testing strategies identified by the Administrator under paragraph (2)(C).

i C_émn\entéd {GB3}:.The two highlighted references

below seem’ more likely to be substantive than the
preceding referencés to “animials”, since the text seems to
flatly ban new ahimal testing without first havmg tried to,_
develop info.using nonanimal methods that EPAhas -
sandloned That 5aid: 1. It's not our problem but industry’s, .
since (B}{i) makes clear that this provision imposes no
obligation on EPA;and 2. Singe the entire subsectionis
titled “reduction of testing on veitebrates”, there might be
an argument that this provision should be limited to
vertebrate testing despite its plain language:




Tillery, Loreto ' : o

From: ' Kaiser, Sven-Erik

Sent: ' Tuesday, March 01, 2016 7:08 PM

To: " Michal_Freedhoff@markey.senate.gov
Subject: Sen. Market TSCA TA request- Senate section 5

Michal - this responds to your request on sect 5. Please let me know |f any questions. Thanks,
Sven.

The proviso under discussion is unnecessary. A section 5 consent agreement generally does not |mpose testlng
requirements. See the sample at: http://www.epa.gov/sites/production/files/2016-

01/documents/co_all purpose preamble and consent order combined 1-5-2016.pdf at page 6. The order i |mposes
restrictions on the manufacturing, processing, distribution in commerce, use, and disposal of a chemical substance,
which continue until such time as EPA receives particular test data. If manufacture never commences in the first place,
then there would generally be no testing obligations under the consent agreement. In the event that testing obligations
were directly incorporated into a section 5 consent agreement, the parties to the agreement would not need statutory
authorization to negotiate mutually agreeable terms for the termination of such testing obligations (in the event that
manufacture never commences), as part of the original development of the consent agreement.The proviso under
discussion could also be harmful. It would entitle a prospective manufacturer to renegotiate or litigate the terms of an
existing consent agreement at any point prior to the commencement of manufacture, simply by withdrawing the PMN
that was the basis for the consent agreement and then resubmitting the PMN for a fresh 90-day review. Consent

" agreements would not provide the same assu_rante of repose for EPA, at least until such time as EPA had made the key

terms of the consent agreement generally binding by incorporating them into a Significant New Use Rule.

From: "Freedhoff, Mlchal (Markey)" <Michal Freedhoff@markev senate gov>

- Date: February 29, 2016 at 2:24:31 PM ES

To: "Sven-Erik Kaiser (Kaiser.Sven-Erik@epamail.epa.gov)" <Kaiser.Sven- Erlk@epamall epa.gov>
Subject: TA request- Senate section 5

‘Sven

Last week | asked you what would happen to a‘test order/consent agreement under section 5 in the event that a PMN
was withdrawn, and your response was that there would be no reason for it to continue in effect and EPA had authority
to withdraw it.

The same question has now arisen about an instance in which EPA has entered into a section 5 consent agreement with
the PMN submitter and the submitter then withdraws the PMN before submitting a NOC. The question is whether to
add a “cease in effect” provision to capture both the section 4 and the section 5 consent agreement scenarios. Is there
any circumstance EPA can think of that would make it wish to keep a section 5 consent agreement in effect on a PMN
submitter even after the PMN is withdrawn?

Pasting the relevant language below in case it is helpful.
Michal _

(e) Notice of Commencement.—

(1) IN GENERAL.—Not later than 30 days after the date on which a manufacturer
that has submitted a notice under subsection (b) commences nonexempt commercial
manufacture of a chemical substance, the manufacturer shall submit to the Administrator a
notice of commencement that identifies— :



(A) the name of the manufacturer; and
(B) the initial date of nonexempt commercial manufacture.

(2) WITHDRAWAL.—A manufacturer or processor that has submitted a notice under
subsection (b), but that has not commenced nonexempt commercial manufacture or
processing of the chemical substance, may withdraw the notice. A consent agreement or
order issued pursuant to Section 4 [and subsection (d)(3)(A)(i)(1)] shall cease to have legal
effect on the date the notice is withdrawn.

Michal llana Freeahoff, Ph.D.
Director of O;/ersi_ght & Investigations
Office of Senator Edwérd J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742




Tillez, Loreto , ' ' : _

From: Kaiser, Sven-Erik

Sent: Wednesday, March 16, 2016 1:13 PM

To: ~ Michal_Freedhoff@markey.senate.gov
Subject: Sen. Markey Request on Revised section 14

Attachments: ~ Comprehensive TA on Senate Sec 14 - March 16.docx; ATT00001.htm; 03-15- 16PMTSCA
- Bicam, EPA.docx; ATT00002.htm :

Michal,

Attached is our TA on the new text you asked us to review. Also attached is our remaining TA on section 14, with respect
to issues not affected by the new text. Note that we have added a couple of comments not in the last version of section
14 we sent you, which we have picked up on during this latest review.

Please let me know if any additional questions. Thanks,
Sven

. ‘Sven-FErik Kaiser
U.S. EPA
Office of Congressional and Intergovemrhental Relations |
1200 Pennsylvania AVe., NW (1305A)
Washington, DC 20460

202-5 66-2753

From Freedhoff, Michal (Markey) [mallto Michal Freedhoff@markey senate gov]
Sent: Tuesday, March 15, 2016 7:18 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: section 14

"Sven

Thanks very much for all your rapid assistance today! Attached is a new draft of section 14. Not all changes
have been agreed to among Senate offices — some are being discussed or proposed by us, some are raised by the
House, etc. But this is at a stage where we would like EPA TA with an eye for concerns related to workability,
possible unintended consequences, drafting concerns, inconsistencies, etc. Fast turnaround appreciated.

Thank you

michal



SEC. 14. CONFIDENTIAL INFORMATION.

Section 14 of the Toxic Substances Control Act (15 U.S.C. 2613) is amended to read as
follows:

“SEC. 14. CONFIDENTIAL INFORMATION.

*(a) In General—Except as otherwise provided in this section, the Administrator shall not
disclose information that is exempt from disclosure pursuant to subsection (a) of section 552 of
title 5, United States Code, under subsection (b)(4) of that section—

“(1) that is reported to, or otherwise obtained by, the Administrator under this Act; and
_¥(2) for which the requirements of subsection (d) are met.
“(b) Information Generally Protected From Disclosure.—The following information specific

to, and submltted by, a manufacturer, processor, or distributor that meets the requ1rements of
subsectlons (a) and (d) shall be presumed to be protected from __dlsclosurq, subject fo the

condition that nothmg in thls Act proh1b1ts the disclosure of any such mformatlon or mféfiﬁhtlon
that is the subject of subsectlon (2)(3), thtough dlscovery, subpoena, other court order, oriany

“(1) Spemﬁc mformatlon descnbmg the processes'used in manufacture or processing ofa

chemical substance, mixture. or article.
*(2) Marketing and sales information.
“(3) Information identifying a supplier or customer.

*(4) Details of the full composition of a mixture and the respective percentages of
constituents.

*“(5) Specific information regarding the use, function, or application of a chemical
substance or mixture in a process, mixture, or product.

“(6) Specific production or import volumes of the manufacturer and-speeifie.

“(7) Specific aggregated volumes across manufacturers, if the Administrator determines
that disclosure of the specific aggregated volumes would reveal confidential information.

£7“(8) Except as otherwise provided in this section, the specific identity of a chemical
substance prior to the date on which the chemical substance is first offered for commercial
distribution, including the chemical name, molecular formula, Chemical Abstracts Service
number, and other information that would identify a specific chemical substance, if #—

£4A) the specific identity was claimed as confidential information at the time it was
submitted in a notice under section 5-and

“(c) Information Not Protected From Disclosure— Notwithstanding Disclosure.— ]

-1 Comh‘lented [A1]: As we héveu previously pointed out, thé

reference to subsection (a) appears to make (b} completelv
inoperative. It says that the listed items are'generally CBI,

- but only to the extent that they would be CBi under,
ordinary FOIA law—a I"ndlng EPA WOuld presumably have to
make before (b} is triggered. ‘What does this paragraph add
to ordinary FO!A law? In addltlon, this may increasethe -
“number of CBI claims EPA must review, since EPA may not”
be able treat mformatlon as falling under (b} and" ‘hence not
“subject to review withodst first de{ermm]ng itis CBL~

Comniemed [A2]: As we havé previously pointed out; “this

prowso for presumptive CBi Suggests that ‘other CBI will be

. shlelded from dlscovery, etc.




“(1) IN GENERAL.—Notwithstanding subsections (a) and (b), the following information
shall not be protected from disclosure:

£01)*(A) INFORMATION FROM HEALTH AND SAFETY STUDIES.—

“LAY*(i) IN GENERAL.—Subject to subparagraph-(B);subsection{a)-deesnet
prohibit-the diselosure-of — clause (ii}—

“H*(I) any health and safety study that is submitted under this Act with
respect to—

*(hy*(aa) any chemical substance or mixture that, on the date on
which the study is to be disclosed, has been offered for commercial

distribution; or
=(3*(bb) any chemical substance or mixture for which—
*aa}*(AA) testing is required under section 4; or
i(-bb)“(BB) a notification is required under section 5; or

“GH“(1I) any information reported to, or otherwise obtained by, the
Administrator from a health and safety study relating to a chemical substance
or mixture described in subelause—él—)—er—él—l—){)f—ebﬁse—él—)— item (aa) or (bb) of
subclause (I).

“(BY“(ii) EFFECT OF PARAGRAPH—NOTHING SUBPARAGRAPH.—Nothing in

this paragraph subparagraph authorizes the release of any information that
discloses—

“%(I) a process used in the manufacturing or processing of a chemical
substance or mixture; or

“GH“(ID) in the case of a mixture, the portion of the mixture comprised by
any chemical substance in the mixture.

DISCLOSURE.—

iGA%“(i) For information submitted after the date of enactment of the Frank R.
Lautenberg Chemical Safety for the 21st Century Act, the specific identity of a
chemical substance as of the date on which the chemical substance is first offered
for commercial distribution, if the person submitting the information does not
meet the requirements of subsection (d).

e w==="] Commented [A3]: As we have previously pointed out, this
" adds nothing and could create confusion, since the pointit

“By(ii) A safety assessment developed or a safety determmanon made under makes for specific chem id is.true for all information — i€, it
section 6. cannot be CBI if not properly claimed.




£Cy“(iii) Any general information describing the manufacturing volumes,
expressed as specific aggregated volumes or, if the Administrator determines that
disclosure of specific aggregated volumes would reveal confidential information,
expressed in ranges.

“(By*(iv) A general description of a process used in the manufacture or
processing and industrial, commercial, or consumer functions and uses of a
. chemical substance, mixture, or article containing a chemical substance or
mixture, including information specific to an industry or industry sector that
customarily would be shared with the general public or within an industry or
industry sector.

“(4y*“(2) MIXED CONFIDENTIAL AND NONCONFIDENTIAL INFORMATION .—Any information
that is etherwise eligible for protection under this section and eenteined-in-a-submissien-of
is submitted with information described in this subsection shall'be protected from
disclosure, if the submitter complies with subsection (d), subject to the condition that
information in the submission that is not eligible for protection against disclosure shall be
disclosed.

“£5¥*(3) BAN OR PHASE-OUT.—If the Administrator promulgates a rule pursuant to
section 6(d) that establishes a ban or phase-out of the manufacture, processing, or
"distribution in commerce of-a chemical substance, subject to paragraphs (2), (3), and (4) of
subsection (g), any protection from disclosure provided under this section with respect to
the specific identity of the chemical substance and other information relating to the
chemical substance shall no longer apply.

** 4 <(2)*(4) CERTAIN REQUESTS.—If a request is made to the Administrator under
section 552(a) of t1tle 5, Umted States Code, for information that is deseribed-in-paragraph
subject to disclosure under this subsection,
the Administrator may not deny the request on the basis of section 552(b)(4) of title 5,
United States Code.

*(d) Requirements for Confidentiality Claims.—
*(1) ASSERTION OF CLAIMS.—

“(A) IN GENERAL.—A person seeking to protect any information submitted under
this Act from disclosure (including information described in subsection (b)) shall assert-
to the Administrator a claim for protection concurrent with submission of the
information, in accordance with such rules regarding a claim for protection from
disclosure as the Administrator has promulgated or may promulgate pursuant to this
title.

“(B) INCLUSION.—An assertion of a claim under subparagraph (A) shall include a
statement that the person has—

“(i) taken reasonable measures to protect the confidentiality of the information;

*“(ii) determined.that the information is not required to be disclosed or
otherwise made available to the public under any other Federal law;

“(iii) a reasonable basis to conclude that disclosure of the information is likely
to cause substantial harm to the competitive position of the person; and



“(iv) a reasonable basis to believe that the information is not readily
discoverable through reverse engineering.

*(C) SPECIFIC CHEMICAL IDENTITY.—In the case of a claim under subparagraph (A)
for protection against disclosure of a specific chemical identity, the claim shall include
a structurally descriptive generic name for the chemical substance that the
Administrator may disclose to the public, subject to the condition that the generic name
shall—

“(i) eonform be consistent with guidance preseribed issued by the
Administrator under paragraph-(3)(A); and

“(ii) describe the chemical structure of the substance as specifically as
practicable while protecting those features of the chemical structure—

(1) that are considered to be confidential; and

*(I1) the disclosure of which would be likely to cause substantial harm to
the competitive position of the person.

“(D) PuBLIC INFORMATION.—No person may assert a claim under this section for
protection from disclosure of information that is already publicly available.

“(2) ADDITIONAL REQUIREMENTS FOR CONFIDENTIALITY CLAIMS.—Except for information

described in paragraphs-t1)-through{#)-of subsection (b), a person asserting a claim to

protect information from disclosure under this Act shall substantiate the claim, in
accordance with the rules promulgated and consistent with the guidance issued by the
Administrator.

“(3) GUIDANCE.—The Administrator shall develop guidance regarding—

“(A) the determination of structurally descriptive generic names, in the case of
claims for the protection against disclosure of specific chemical identity; and

*“(B) the content and form of the statements of need and agreements required under
paragraphs (4), (3), and (6) of subsection (e).

*“(4) CERTIEICATION.—An authorized official of a person described in paragraph (I1)(A)
shall certify that the information-that has-been-submitted-is statement required to assert a
claim submitted pursuant to paragraph (1)(B) and any information required to
substantiate a claim submitted pursuant to paragraph (2) are true and correct.

“(e) Exceptions to Protection From Disclosure.—Information described in subsection (a—

*(1) shall be disclosed if the information is to be disclosed to an officer or employee of
the United States in connection with the official duties of the officer or employee—

. “(A) under any law for the protection of health or the environment; or
*(B) for a specific law enforcement purpose; '

“(2) shall be disclosed if the information is to be dxsclosed to a contractor of the Umted
States and employees of that contractor—

“(A) if, in the opinion of the Administrator, the disclosure is necessary for the
satisfactory performance by the contractor of a contract with the United States for the




performance of work in connection with this Act; and
“(B) subject to such conditions as the Administrator may specify:

“(3) shall be disclosed if the Administrator determines that disclosure is necessary to
protect health or the environment; .

*(4) shall be disclosed if the information is to be disclosed to a State or political
subdivision of a State, on written request, for the purpose of development, administration,
or enforcement of a law, if #—

“£AY 1 or more applicable agreements with the Administrator that eenferm are consistent
with the guidance issued under subsection (d)(3)(B) ensure that the recipient will take
appropriate measures, and has adequate authority, to maintain the confidentiality of the
information in accordance with procedures comparable to the procedures used by the
Administrator to safeguard the information;-and

“(5) shall be disclosed if a health or environmental professional employed by a Federal or
State agency or a treating physician or nurse in a nonemergency situation provides a written
statement of need and agrees to sign a written confidentiality agreement with the
Administrator, subject to the conditions that—

“(A) the statement of need and-confidentiality agreement shal-conferm are
consistent with the guidance issued under subsection (d)(3)(B);

“(B) the written statement of need shall be a statement that the person has a
reasonable ba51s to suspect that—

“(i) the information is necessary for, or will assist in—
*(I) the diagnosis or treatment of 1 or more individuals; or .
“(11) responding to an environmental release or exposure; and

“(ii) 1 or more individuals being diagnosed or treated have been exposed to the
chemical substance concerned or an env1ronmenta1 release or exposure has
occurred; and

“(C) the confidentiality agreement shall provide that the person will not use the
information for any purpose other than the health or environmental needs asserted in
the statement of need, except as otherwise may be authorized by the terms of the
agreement or by the person submitting the information to the Administrator, except
that nothing in this Act prohibits the disclosure of any such information through
discovery, subpoena, other court order, or any other judicial process otherwise allowed
under applicable Federal or State law;

*“(6) shall be disclosed if in the event of an emergency, a treating physician, nurse, agent
of a poison control center, public health or environmental official of a State or political
subdivision of a State, or first responder (including any individual duly authorized by a
Federal agency, State, or political subdivision of a State who is trained in urgent medical
care or other emergency procedures, including a police officer, firefighter, or emergency



medical technician) requests the information, subject to the conditions that—

“(A) the treating physician, nurse, agent, public health or environmental official of a
State or a political subdivision of a State, or first responder shall have a reasonable
basis to suspect that—-

“(i) a medical or public health or environmental emergency exists;

*(ii) the information is necessary for, or will assist in, emergency or first-aid
diagnosis or treatment; or

*(iii) 1 or more individuals being diagnosed or treated have likely been exposed
to the chemical substance concerned, or a serious environmental release of or
exposure to the chemical substance concerned has occurred;

*(B) if requested by the person submitting the information to the Administrator, the
treating physician, nurse, agent, public health or environmental official of a State or a
political subdivision of a State, or first responder shall, as described in paragraph (5)—

“(i) provide a written statement of need; and
“(ii) agree to sign a confidentiality agreement; and

*(C) the written confidentiality agreement or statement of need shall be submitted as
soon as practicable, but not necessarily before the information is disclosed;

*(7) may be disclosed if the Administrator determines that disclosure is relevant in a
proceeding under this Act, subject to the condition that the disclosure shall be made in such
a manner as to preserve confidentiality to the maximum extent practicable without
impairing the proceeding;

%(8) shall be disclosed if the information is to be disclosed, on written request of any duly
authorized congressional committee, to that committee; or

*(9) shall be disclosed if the information is required to be disclosed or otherwise made
public under any other provision of Federal law.

“(f) Duration of Protection From Disclosure.—
*(1) IN GENERAL.—

"(A) INFORMATION PROTECTED NOT SUBJECT TO TIME LIMIT FOR PROTECTION
FROM DISCLOSURE.—Subject to paragraph (2), the Administrator shall protect from
dlsclosure information descrlbed in subsection (b) that meets the requ1rements of

subsectlons (a) and (d), unless—

“{iyan-affected-person-“(i) the person that asserted the claim notifies the
Administrator that the person is withdrawing the eenfidentiality claim, in which
case the Administrator shall promptly make the information available to the
public; or

*(ii) the Administrator otherwise becomes aware that the ﬁeed—fer—pfetee&eﬂ
from-disclosure-can-no-longerbe-substantiated information does not qualify or

no longer qualifies for protection against disclosure under subsection (a), in
which case the Administrator shall take the any actions deseribed-in required



under subsection (g)(2).

“(B) INFORMATION SUBJECT TO TIME LIMIT FOR PROTECTION FROM
DISCLOSURE.—Subject to paragraph (2), the Administrator shall protect from
disclosure information, other than information described in subsection (b), that
meets the requirements of subsections (a) and (d) for a period of 10 years, unless,
prior to the expiration of the period—

“(i) the person that asserted the claim notifies the Administrator that the
person is withdrawing the claim, in which case the Administrator shall
promptly make the information available to the public; or

“(ii) the Administrator otherwise becomes aware that the information does
not qualify or no longer qualifies for protection against disclosure under
subsection (a), in which case the Administrator shall take any actions
required under subsection (g)(2).

“(C) EXTENSIONS.—

(i) IN GENERAL.—Not later than the date that is 60 days before the expiration
of the period described in subparagraph ¢A)(B), the Administrator shall provide to
the person that asserted the claim a notice of the impending expiration of the
period.

“(i1) STATEMENT.—

“(I) IN GENERAL.—Not later than the date that is 30 days before the
expiration of the period described in subparagraph ¢A)(B). a person
reasserting the relevant claim shall submit to the Administrator a statement
request for extension substantiating, in accordance with subsection (d)(2),
the need to extend the period. :

*(II) ACTION BY ADMINISTRATOR.—Not later than the date thatis-38-days
r~ shall— of expiration of the period described in subparagraph (B), the
Administrator shall, in accordance with subsection (g)(1)(C)— .

“(aa) review the request submitted under subclause (I);

“(bb) make a determination regarding whether the information claim
for which the request is-made was submitted continues to meet the
relevant criteria established under this section; and

“(cc)(AA) grant an extension of net-mere-than 10 years; or
*(BB) deny the elaim- request.

*E&y*(D) NO LIMIT ON NUMBER OF EXTENSIONS.—There shall be no limit on the
number of extensions granted under subparagraph (B}(C), if the Administrator,
determines that the relevant statement request under subparagraph (BYaHh—
O I)—

*(i) establishes the need to extend the period; and

*(ii) meets the requirements established by the Administrator.



“(2) REVIEW AND RESUBSTANTIATION.—

“(A) DISCRETION OF ADMINISTRATOR.—The Administrator may review, at any time,
a claim for protectton of mformatlon against dtsclosure under subsection (a) fer
3 : ance and require
any person that has claimed protection for that 1nformat10n whether before, on, or after
the date of enactment of the Frank R. Lautenberg Chemical Safety for the 21st Century
Act, to withdraw or reassert and substantiate or resubstantiate the claim in accordance
with this section—

“(i) after the chemical substance is identified as a high-priority substance under
section 4A;

*(ii) for any chemical substance for which the Administrator has made a
determination under section 6(c)(1)(C);

“(iii) for any inactive chemical substance identified under section 8(b)(5); or

*(iv) in limited circumstances, if the Administrator determines that disclosure
of certain information currently protected from disclosure would assist the
Administrator in conducting safety assessments and safety determinations under
subsectlons (b) and (c) of sectlon 6 or promulgatmg rules pursuant to section 6(d}

*(B) REVIEW REQUIRED.—The Administrator shall review a claim for protection
from of mformatlon agamst dlSC]OSUI‘e under subsection (a) fer-information-submitted
and require any person that has
claimed protection for that information, whether before, on, or after the date of
enactment of the Frank R. Lautenberg Chemical Safety for the 21st Century Act, to
withdraw or reassert and substantiate or resubstantiate the claim in accordance with
this section—

“(i) as necessary to eemply determine whether the information qualifies for
an exemption from disclosure in connection with a request for information
received by the Administrator under section 552 of title 5, United States Code;

“(ii) if inf . ailabl min d basisthat g
met; the Administrator has a reasonable basis to believe that the information
does not qualify for protection against disclosure under subsection (a); or

*(iii) for any substance for which the Administrator has made a determination
under section 6(c)(1)(B).

“(C) ACTION BY RECIPIENT.—If the Administrator makes a request under
subparagraph (A) or (B), the recipient of the request shall—

(i) reassert and substantiate or resubstantiate the claim; or
“(ii) withdraw the claim.

“(D) PERIOD OF PROTECTION.—Protection from disclosure of information subject to



a claim that is reviewed and approved by the Administrator under this paragraph shall
be extended for a period of 10 years from the date of approval, subject to any :
subsequent request by the Administrator under this paragraph.

*(3) UNIQUE IDENTIFIER.—The Administrator shall—

“(A)(i) develop a system to assign a unique identifier to each specific chemical
identity for which the Admiristrator approves a request for protection from disclosure,
other than a specific chemical identity or structurally descriptive generic term; and

“(if) apply that identifier consistently to all information relevant to the applicable
chemical substance;

*“(B) annually publish and update a list of chemical substances, referred to by unique
identifier, for which claims to protect the specific chemical identity from disclosure
have been approved, including the expiration date for each such claim;

*(C) ensure that any nonconfidential information received by the Administrator with
respect to such a chemical substance during the period ‘of protection from disclosure—
(i) is made public; and
“(ii) identifies the chemical substance using the unique identifier; and
“(D) for each claim for protectlon of spec1f c chemical identity that has been denied
by the Administrator ¢

that-has or expired, or that has been withdrawn by the submitter, browde pubhc access
to the specific chiemical.identity- clearly linked to all nonconfidential information
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“(1) DETERMINATION,—

“(A) IN GENERAL.—Except as provided in subsection (b), the Administrator shall,
subject to subparagraph (C), not later than 90 days after the receipt of a claim under
subsection (d), and not later than 30 days after the receipt of a request for extension of
a claim under subsection (f), review and approve, modify, or deny the claim or request.

“(B) REASONS FOR DENIAL OR MODIFICATION.—If the Administrator denies or
modlt'es a claim or request under subparagraph (A) Denial-ermedification—

“{iyIn-general—Exceptasprovidedinsubseetions{e)}-and(H, the Administrator
shall provxde to the person that submltted the clalm or request éeny—a—ela-tm—te

pefsen%}at—hasﬂibmﬂed—a—elam—dese%edﬂﬂ-elause—@ a wntten statement of the

reasons for the denial or modification of the claim or request. :
“(C) SuBSETS.—The Administrator shall—

“(i) except for claims described in subsection ¢b}7(b)(8), review all claims or
requests under this section for the protection against disclosure of the specific
identity of a chemical substance; and



’

““(ii) review a representative subset, comprising at least 25 percent, of all other
claims or requests for protection against disclosure.

“(D) EFFECT OF FAILURE TO ACT.—The failure of the Administrator to make a
decision regarding a claim or request for protection against disclosure or extension
under this section shall not be the basis for denial or elimination of a claim or request
for protection against disclosure.

“(2) NOTIFICATION,—

“*(A) IN GENERAL.—Except as provided in subparagraph (B) and subsections (c), (¢),
and (f), if the Administrator demes or modifies a claim or request under paragraph (1),
intends to release information pursuant to subsection (e), or promulgates arule
under secnon 6(d) establlshmg a ban or phase out ofa chemlcal substance the

the claim of the intent of the Administrator to release the mformatlon
**(B) RELEASE OF INFORMATION.—Except information—

“tiHngeneral—Exeept as provided in elause-(i) subparagraph (C), the
Administrator shall not release information under this subsection until the date that is
30 days after the date on which the person that submitted the request receives
notification under subparagraph (A).

264y(C) EXCEPTIONS.—

“*(i) IN GENERAL.—For information under paragraph (3) or (8) of subsection
(e), the Administrator shall not release that information until the date that is 15
days after the date on which the person that submitted the claim or request
receives a notification, unless the Administrator determines that release of the
information is necessary to protect against an imminent and substantial harm to
health or the environment, in which case no prior notification shall be necessary.

“(ii) NOTIFICATION AS SOON AS PRACTICABLE.—For information under
paragraphs (4) and (6) of subsection (e), the Administrator shall notify the
person that submitted the information that the information has been
disclosed as soon as practicable after disclosure of the information.

“(iii) NO NOTIFICATION REQUIRED.—Notification shall not be required—

“(I) for the disclosure of={{)-Nenetifieation—Fer information under
paragraph (1), (2), €6%(7), or (9) of subsection (e);-no-prier-netification-shall
be-neecessarys;

; or
“(1I) for the disclosure of information for which—
“(aa) a notice under subsection (f)(1)(C)(i) was received; and

“(bb) no request was reccived by the Administrator on or before
the date of expiration of the period for which protection from
disclosure applies.

*(3) REBUTTABLE PRESUMPTION.—
“(A) IN GENERAL.—With respect to notifications provided by the Administrator

- Cdmmented [A5]: This specif;es‘vthree bases on which

information ciaimed CB! might be released, but misses an
important basis: where EPA determines protection is not
warranted at some point during the protection penod

Commented [A6]: Cemﬁed mait is-a cumbersome form of
notification.




pursuant-te-subseetion{e)(5) under.paragraph (2) with respect to information
pertaining to a chemical substance subject to a rule as described in subsection
(c)(3). there shall be a rebuttable presumption that the public interest in disclosing
confidential information related to a chemical substance subject to a rule promulgated
under section 6(d) that establishes a ban or phase-out of the manufacture, processing,
or distribution in commerce of the substance outweighs the proprietary interest in
maintaining the protection from disclosure of that information.

“(B) REQUEST FOR NONDISCLOSURE.—A person that receives a notification under
paragraph (2) with respect to the information described in subparagraph (A) may
submit to the Administrator, before the date on which the information is to be released
pursuant to paragraph (2)(B), a request with supporting documentation describing
why the person believes some or all of that information should not be disclosed.

“(C) DETERMINATION BY ADMINISTRATOR.—

“(i) IN GENERAL.—Not later than 30 days after the Administrator receives a
request under subparagraph (B), the Administrator shall determine-at-the
diseretion-of the-Administrates; whether the documentation provided by the
person making the request rebuts or does not rebut the presumption described in .
subparagraph (A), for all or a portion of the information that the person has
requested not be disclosed.

“(ii) OBJECTIVE.—The Administrator shall make the determination with the
objective of ensuring that information relevant to protection of health and the
environment is disclosed to the maximum extent practicable.

“(D) TIMING.—Not later than 30 days after making the determination described in
subparagraph (C), the Administrator shall make public the information the
Administrator has determined is not to be protected from disclosure.

“(E) NO TIMELY REQUEST RECEIVED.—If the Administrator does not receive, before
the date on which the information described in subparagraph (A) is to be released
pursuant to paragraph (2)(B). a request pursuant to subparagraph (B), the
Administrator shall promptly make public all of the information.

“(4) APPEALS.— _
*(A) IN GENERAL.—If a person receives a notification under paragraph (2) and
believes disclosure of the information is prohibited under subsection (a), before the

date on which the information is to be released pursuant to paragraph (2)(B), the
person may bring an action to restrain disclosure of the information in—

“(i) the United States district court of the district in which the complainant
resides or has the principal place of business; or

“(ii) the United States District Court for the District of Columbia.

' “(B) No DISCLOSURE.—The Admlmstrator shaII not disclose any information that is
the SUb_] ect ofan appeal under this sectlon before the daté on which the apphcable
court rulés on an action under subparagraph; (A) |

"(5) WWWBM%
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YSE-THE-PROCEDURES-DESCRIBED-IN-PART2-OF- HTLE40;- COPE-OF FEPERAL REGUEATONS
{ORSUCCESSORREGULATIONS): REQUEST AND NOTIFICATION SYSTEM.—The
Administrator, in consultation with the Director of the Centers for Disease Control
and Prevention, shall develop a request and notification system that allows for
expedient and swift access to information disclosed pursuant to paragraphs (5) and (6)
of subsection (e? in a format and language that is readily accessible and

[unde,rstandabl

*(h) Criminal Penalty for Wrongful Disclosure.—
(1) OFFICERS AND EMPLOYEES OF UNITED STATES.—

*(A) IN GENERAL.—Subject to paragraph (2), a current or former officer or
employee of the United States described in subparagraph (B) shall be guilty of a
misdemeanor-and fined under title 18, United States Code, or imprisoned for not more
than 1 year, or both.

“(B) DESCRIPTION.—A current or former officer or employee of the United States
referred to in subparagraph (A) is a current or former officer or employee of the United
States who— ’

*“(i) by virtue of that employment or official position has obtained possession
of, or has access to, material the disclosure of which is prohibited by subsection
(a); and

*(ii) knowing that disclosure of that material is prohibited by subsection (a),
willfully discloses the material in any manner to any person not entitled to receive
that material.

“(2) OTHER LAWS.—Section 1905 of title 18, United States Code, shall not apply with
respect to the publishing, divulging, disclosure, making known of, or making available,
information reported or otherwise obtained under this Act.

*(3) CONTRACTORS.—For purposes of this subsection, any contractor of the United States
that is provided information in-accordance with subsection (e)(2), including any employee
of that contractor, shall be considered to be an employee of the United States.

(i) Applicability.—

(1) IN GENERAL.—Except as otherwise provided in this section, section 8, or any other
applicable Federal law, the Administrator shall have no authority—

*(A) to require the substantiation or resubstantiation of a claim for the protection
_from disclosure of information submittedto-reported to or otherwise obtained by the
Administrator under this Act before the date of enactment of the Frank R. Lautenberg

Chemical Safety for the 2 1st Century Act; or

“(B) to impose substantiation or resubstantiation requirements under this Act that
are more extensive than those required under this section.

“(2) PRIGRACHONS—NOTHNG ACTIONS PRIOR TO PROMULGATION OF RULES.—
Nothing in this Act prevents the Administrator from reviewing, requiring substantiation or -
resubstantiation for, or approving, modifying or denying any claim for the protection from
disclosure of information before the effective date of such rules applicable to those claims
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as the Administrator may promulgate after the date of enactment of the Frank R. Lautenberg
Chemical Safety for the 21st Century Act.”.



SEC. 14. CONFIDENTIAL INFORMATIONBDISCLOSURE-OF-DATA.

(a) IN GENERAL.—EXcept as othenwise provided in by—subthis section
b, the Administrator shall not disclose any-information that is exempt
from disclosure pursuant to subsection (a) of section 552 of title 5
United States Code, under subsection (b)(4) of that section—

(1) that is reported to, or otherwise obtained by, the Administrator
(or-any—representative-of_the-Administrator)-under this Act—which-is
exemptfrom-disclosure-pursuant-to-subsection{a)-of section-552-of title
5_United-States-Code, by reason-of subsection-{b}{(4)-of such-section;
shalk-notwithstanding-the provisiens-of-any-ethersection-of-this-Aet-net
be-diselosed-by-the-Administrator-or-by-any-officeroremployee-of the
United States-exeept-that-such-rfornation—; and

(2) for which the requirements of subsection (d) are met.

- distributor that meets the requrremems ofsubsectrons (a) and (d) shall be
presumed to be protected from disclosure, subject to the condition that
nothing in this Act prohibits the disclosure of any_such information, or

information that is the subject of subsection {g){3). hhrough discovery.

subpoena, other cour order, or any other judicial process otherwise
allowed under applicable Federal or State Jaw:

(1) Specific _information describing the processes used in
manufacture or processing of a chemical substance, mixture, or article.

(2) Marketing and sales information.

(3) Inforination identifving a supplier or customer.

(4) Details of the_full composition of a mixture and the respective
percentages ol‘ constituents

of a chemical substance or mixture in a process mixture. orproduct.

(6) Specific production or import volumes of the manufacturer.

(7) Specific aggregated volumes across manufacturers. if the
Administrator determines that disclosure of the_specific aggregated

(8) Exeept—as-¢ othemrse—ofewded—m—thrs—seetron—ﬂhe specific
identity of a chemical substance prior to the date on which the chemical
substance is first offered for commercial distribution, including_the
chemical name, molecular formula, Chemical Abstraéts Service number
and other information that would identify a specific chemical substance.
'f the specific identity was claimed as conf‘dential information at the

(¢) Information Not Protected From Disclosure.—

(l) IN GENERAL—Notwnhstandmg subsectlons (a) and (b), and
h

from disclosure:
(A) INFORMATION FROM HEALTH AND SAFETY.
STUDIES.—

(1) IN GENERAL.—Subject to clause (ii)}—
(1) any health and safety study that is submitted under

this Act with respect to—

(aa) any chemical substance or_mixture that, on

the date on which the study is to be disclosed, has been
offered for commercial distribution: or
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(bb) any chemical substance or mixture for

(BB) a notification is required under_section

S.or
{I) any information reported to, or otherwise
obtained by, the Administrator from a health and safety
study relating to a chemical substance or mixture described

(i) EFFECT QOF SUBPARAGRAPH.—Nothing in_this
subparagraph authorizes the release of any information_that
discloses—

(1) a process used in the manufacturing or processing
of a chemical substance or mixture: or

(I1) in the case of a mixture, the portion of the mixture
comprised by any chemical substance in the mixture.

(B) OTHER INFORMATION NOT PROTECTED FROM
DISCLOSURE.—The following information is not protected from
disclosure under this section: :

(i) For _information submitted after the date of enactment
of the Frank R. Lautenberg Chemical Safety for the 21st

the date on which the chemical substance is_first offered for
commercial _distribution, _if the person submitting the
information does not meet the requirements of subsection (d).
(i) A safety-—assessment-—developed,—eor—a-—safety
determination-made:risk evaluation conducted under section 6.
(iii) Any _general _ information __describing _ the

volumes or, if the Administrator determines that disclosure of
specific _aggregated volumes would reveal _confidential
information, expressed in ranges.

(iv) A general description of a process used in_the
manufacture or processing and industrial, commercial, or

information _specific_to_an industry or industry sector that

customarily would be shared with the general public or within

an industry or industry sector. )
(2) MIXED CONFIDENTIAL AND_NONCONFIDENTIAL
igible for protection
this section and is submitted with or contained in in i

in _this subsection shall be protected from discld_s;ure, if the submitter

complies with subsection (d). subject to the condition that information in
the submission that is not eligible for protection against disclosure shail
be disclosed.

(3) BAN OR PHASE-OUT.—(A) If the Administrator promulgates
tablishes a ban or phase-out of the
uf ) ion—in-commerce-of-a_chemical
substance, subject-to-paragraphs-(2).-(3):-and-{4)-of-subsection-{g}
disclosure of any information protectedien from disclosure provided
under this section with respect to the speeific-identity-of-the-particular
chemica) substance apd-eother—information—relating—to—the—chemiea}
substance-shall-no-lenserapplyshall be presumed to be in _the public

;nteresrl_gt_lbig_c_t;t‘o a-review-of-a-request-

(i) Paragraph (3XA) shall not apply to if—thea chemical
2
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substance arefor whlch an_exemption under section 6(g) has been

granted-exempted-from-regulationunder-6(eY.

(i) For a ban er phase-out of a ¢chemical substance that is not
established for all conditions of use of the chemical substance,
paragraph (3)(A) shall apply_only to information about the
chemical substance that relates solely to the conditions of use
for which the ban or, phase-out is establis_hed if—the—ehemieal

presumml_q l a]l—only-apply; (o—clmmﬂ)lely-—related—lo —the
spesifie-uses-subjest-to-the-ban-or phase-out;
(iii) Paragraph (3)(A) shall apply to a_chemical substance for
which a ban or phase-out has been established if the chemical
substance continues to be manufactured solely for export
consistent with section 12; jprand
(iv) Paragraph (3)(A) shall apply to fora chemical substance that
is subject 10 a phase out at such time as the -the-presumption
shall-not—-apply—until—sueh-time-as—the—phase out is fully
implemented.
3)(4)_CERTAIN REQUESTS.—If a_request is made to the
Administrator under section 552(a) of title 5. United States Code, for
information that is subject to disclosure under this subsection, the
Administrator may not deny the request on the basis of section 552(b)}(4)
of title 5, United States Code.

(d) Requiremems for Confidentiality Claims.—

(_) IN GENERAL.—A person _seeking to protect any
information” submitted under this Act from disclosure (including
information described in subsection (b)) shall assert to_ the
Administrator a claim for protection concurrent with submission of
the information, in accordance with such rules regarding a claim for
protection from disclosure as the Administrator has promulgated or
may promulgate pursuant to thistitle.

(BY INCLUSION.—-An _assertion of a claim under
subparagraph (A) shall include a statement that the person has—

(i) taken reasonable measures to protect the
conﬁdemlahty of the mfonnanon

. disc]osed or_otherwise made available to the public under any
other Federal law: )
(iii) a reasonable basis to conclude that disclosure of the
information is likely to cause substantial harm to the
competitive position of the person; and
(iv) areasonable basis to believe that the information is not
readil_y_discoverable through reverse engineering.

clalm under subparagraph (A) for protection agamst disclosure of a

specific chemical_identity, the claim shall include a structurally
descriptive generic name for the chemical substance that the
Administrator may disclose to_the public, subject to the condition

that the generic name shall-—
(i) be__consistent with guidance issued by the

Administrator under paragraph (3)(A),and
(ii) describe the chemical structure of the substance as
specifically as practicable while protecting those features of the
chemical structure—
(1) that are considered to be confidential: and
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claim under this _section for protecnon from disclosure _of

information that is already publicly available.

2) ADDITIONAL REQUIREMENTS FOR
CONFIDENTIALITY CLAIMS vExcepl for information described in

disclosure under this Act shall substantiate the claim. in accordance with
the rules promulgated and consistent with the guidance issued by the
Administrator,

(_) GUIDANCE.—The Administrator shall develop guidance

_Qecnf'c chemical idenmy, and .

(B) the content and form of the statements of need and
agreements required under paragraphs (4), (3), and (6) of subsection
(e).

(_) CERTIFICATION —An authorized official of a person

information_required to substantiate a claim submitted pursuant to
paragraph (2) are true and correct.

(e) Exceptions to Protection from Disclosure.—Information-
Notwithstanding paragraph (g)(3)(B) of this section, infonnan on
described in subsection {a}—
(1) shall be disclosed if-the-information-is-te-shall-be-disclosed-to an
any-officer or employee of the United States—
" (A) in connection with the official duties of that person—
(A) sueh-officer-or-employee-under any law for the protection
of humari health or the environment;;or
(B
(B) for a specific law enforcement purposes.
(2) shall be disclosed if-the-information-isto-shall-be-disclosed-to a
contractors of with—the United States and employees of that sueh
contractors if—
(A) if, in the opinion of'the Administrator, the sueh-disclosure
is necessary for the satisfactory performance by the contractor of a
contract with the United States entered-into-on-erafter-the-date-of
enactment-of-this-Aet-for the performance of work in connection
with this Act; and
(B) subject to under-such conditions as the Administrator may
specify;
3) shaII be disclosed if the Administrator determines that

unreasonable-risk-ef-injury-te-health-or-the-environment;
(4) shall be disclosed if the information is to be disclosed to a State

or-political subdivision of a State, or tribal government, on written
request, f for  the purpose of development. adminislralion or. enforcemem

a_r.c_cgn_Sl_s_.tcm_wl_th the guidance issued under subsection (d)(3)(B) ensure
that the recipient will .take appropriate measures, and has adequate
authority, to maintain the confidentiality of the information _in
accordance with procedures comparable to the procedures used by the

4
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Administrator 1o safeguard the mfonnanon and penalnes comparable to

DU Lo Commented [ASI This added Ianguage does not work
(5) shall_be disclosed if a health or envnronmental professnonal grammancally

employed by a Federal or State agency or a'treating_physician or nurse
in a_nonemergency situation provides a written statement of need and
agrees to _sign_ a. written confidentiality agreement with the
Administrator, subject to the conditions that— .
(A) the statement of need and confidentiality agreement are
consistent with the guidance issued under subsection(d)(3)(B);
(B) the written statement of need shall be a statement that the
person has a reasonable basis to suspect that—
(i) the inforiation is necessary for, or will assist in -
(1) the diagnosis or treatment of | or more
individuals; or -
(1D respondingto an environmental release or

(_) [ or more individuals being diagnosed or treated have
been exposed to the chemical substance concerned, or an
environmental release or exposure has occurred; and
{C) the confidentiality agreement shall provide that the person

will not use the information for any purpose other than the _health
or environmental needs asserted in the statement of need, except as
otherwise may be authorized by the terms of the agreement or by the
person submitting the information to the Administrator, except that
nothing in this Act prohibits the disclosure of any such information
through diSCO\'ery, subpoena, other court order, or any other iudicial

(6) shall be disclosed if in the event of an emergency, a treatmg
physician, nurse, agent of a poison control center, public health or
environmental official of a State or political subdivision of a State. or
first responder (including any individual duly authorized by a Federal
agency, State, or political subdivision of a State who is trained in u&

ﬁ_rgf ghter, or emergency medical teg!mxcran) requests the mfonnatxon_‘
subject to the conditions that—
(A) the treating physician, nurse, agent. public health or

environmental official of a State or a political subdivision of a State, ' .
or first re. Jonder sha]l have a reasonable basis to_suspect that— .

exi st;‘
(i) the information is necessary for. or will assist in
mergency or first-aid diagnosis or treatment: or
(iii) 1 or more individuals being diagnosed or treated have
likely been exposed to the chemical substance concerned, or a
serious environmental release of or exposure to the chemical
substance concerned has occurred:
(B) ifrequested by the person submitting the information to the
Administrator, the treating physician, nurse, agent, public health or
environmental official of a State or a political subdivision of a State,

or first responder shall, as described in paragraph (5)—

(i) provide a written statement of need;and
(ii) a; agree to sign a conf'dentia]ily agreement: and

shall be submitted as soon as Dractxcable but not necessanlv before

the information is disclosed:;

(74) may be disclosed if the Adm]mstrator determines that
disclosure is relevant may—be—diselosed—when—relevant—in any—a
proceeding under this Act, subject to the condition pt—that the

5




disclosure is iﬂ-sueh—a—pmeeedi-ng—sha“—be—made in such a manner as to

impairing the proceedlng ;
(€3] Notwithstanding any limitation contained in this section or any
other provision of faw, all information reported t0 or othérwise obtained
by ihe Admmlslrator (or any representative of the Administrator) under

this Act shall be made available, upon written request of any duly

authorized committee of the Congress B

- (9) shall be disclosed if the 1nformat10n is required to be disclosed

or otherwise made public under any other provnsxon of Federal law.

the-provisions-of-this-subsection;the-Admini e{—rely—eﬂ
section-552(b)(3)-of-such-title-to-sustain-the-Administrator™ saetlon;

(f) Duration of Protection from Disclosure—

(1) IN GENERAL.—

(A)»-DURATION OF PROTECTION FROM DISCLOSUREINEORMATION-NOT-

SUBIECTTOHMELIMIT-FOR

BXA) PROTECTION-EROM-DISCLOSHURE —Subject to paragraph (2),

Tthe Administrator shall protect from disclosure;

(i) information _described in subsection (b) that meets the
requirements of subsections (a) and (d):; and

t11)—for a period of 10 years ,information other than information
described in_subsection(b) that meets the requirements_of
subsections(a) and (d)unless—

(5)__the person_that asserted the claim_notifies the
Administrator that the person is withdrawing the claim, in
which_case the Administrator shdll promptly make the
information available to the public: or

(m)(n) the Administrator olherwnse becomes aware that

subsection (2)2). /

(C}—INFORMATION—SUBJECT-—TO--TIME—LIMIT FOR
PROTECTION-FROM-DISCLOSURE—Subject-lo-paragraph-(2);
meﬂ%dmmis&ra{er—shall_—mgﬂm—diselesare—in-fenﬂa’:ien—ether

protecuon 0gaing disclosure-—under- subsection- {a),-in-
case-the-Administrator shalHal\e-any:actions—rgulred -under

subseetion-{g}2):

(DYB). EXTENSIONS.—

* (i) IN GENERAL —Not later than the date that is 60 days
before the expiration of the period described in subparagraph
(B). the Administrator shall provide to the person that asserted

6
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(DIN GENERAL —Not later than the date that is 30
days before the expiration of the period described in
subparagraph (A). a person reasserting the relevant claim

shall submit to the Administrator a request for extension
substantiating, in accordance with subsection (d)}?2), the

L__) ACTION BY ADMINISTRATOR.—Not later

" than the date of expiration of the period described in
" subparagraph (B). the Administrator shall, in accordance U
with subsection(g){l )(Cb ’ : N

;-
(bb) make a determination regarding whether the
claim for which the request was submitted continues
to meet the relevant criteria established under this
“section; and ] - : i
{cc)X(AA) grant an extension of 10 years; or : RN
(BB) deny the request. : ’ ’
EXC) NO LIMIT ON NUMBER OF EXTENSIONS.—There
shall be no_limit on_the number of extensions granted under
subparagraph (C), if the Administrator determines that the relevant
request under subparagraph (C)(ii}(1}—
(i) establishes the need to extend the period: and
(i) meets the requirements established by the
Administrator.
(2) REVIEW AND RESUBSTANTIATION.—
(A)  DISCRETION OF ADMINISTRATOR.—The
Administrator may review at any time, a claim for Drotection of

Chemlcal Safety for the 21st Century Act, to wrthdraw or reassert
and substantiate or resubstantiate the claim in accordance with this
section— . ]
(1) after the chemical substance is identified as a_high-~ , .
Dnontv substance under sectlon 6(b); ; R

- unreasonable risk of injury to health or the envrronmentfor-
Mﬁmﬁ—m—a—d_—mﬁm___mﬁm
seetion-6(cIHE),

(iii) for any inactive chemlcal substance identified under
section 8(b)(5)B). or . :

(iv) in_limited circumstances, if the Administrator : P
determines that disclosure of certain information currently Lo
protected from disclosure would assist the Administrator in
cendueting-safety-assessments-and—safety—deferminationsrisk
evaluations under section 6(b) subsections-{byand {c)yofsection )
(ror promulgating rules pursuant to section 6(ad). )

subsection (a) and require any person that has claimed protection ion for
that information, whether before, on, or after the date of enactment
of the Frank R. Lautenberg Chemical Safety for the 21st Century
Act, to withdraw or reassert and substantiate or resubstantiate the
claim in accordance with this section—
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(i) as_necessary to determine whether the information
qualifies for an exemption from disclosure in connection with a

section 552 of title 5, United States Code:
(ii) if the Administrator has a reasonable basis to believe

that the information does not qualify for protection against
+disclosure under subsection (a): or

(C) ACTION BY. RECIPIENT.—If the Administrator makes a
request under subparagraph (A) or (B), the recipient of the request
shall—

(i) reassert and substantiate or resubstantiate the ¢laim: or
(ii) withdraw the claim,

(D) PERIOD OF PROTECTION.—Protection from disclosure
of information subject to a claim that is reviewed and approved by
the Administrator under_this paragraph shall be extended for a
period of 10 vyears from the date of approval, subject to any
subsequent request by the Administrator under this paragraph.

(3} UNIQUE IDENTIFIER.—The Administrator shall-—

(A1) develop a system to assign a unique identifier to each
specific chemical identity for which the Administrator approves a
request for protection from disclosure, other than a specific chemical
identity or structurally descriptive generic term; and

(ii) apply that identifier consistently to all information
relevant to the applicable chemical substance:

(B) annually publish and update a list of chemical substances
referred to by unique identifier, for which claims to protect the

including the expiration date for each such claim;

(C) ensure_that any nonconfidential information received by
the Administrator with respect to such a chemical substance during
the period of protection from disclosure—

(i) is made public; and
(i) identifies the chemical substance using the unique
identifier; and

(D) for each claim for protection of specific chemical identity
that has been denied by the Administrator or expired, or that has
been withdrawn by the submitter, provide public access to the
specific chemical identity clearly linked to all nonconfidential
information received by the Administrator with respect to the
chemical substance. '

(g) Duties of Administrator,—
(1) DETERMINATION,—
(A) IN GENERAL.—Except as provided in subsection (b), the

not later than 30 days after the receipt of a request for extension of
a claim under subsection (f), review and approve, approve in part

or deny the claim or request.

or denies in part a claim or request under subparagraph (A), the
Administrator shall provide to the person that submitted the claim
or request a written statement of the reasons for the denial or denial

in part of the claim or request.
’ (C) SUBSETS.— The Administrator shall—

8




(i} except for claims described in_subsection (b)8).
review _all claims or requests_under this section for the
protection against disclosure of the specific 1denmv of a
chemical substance: and

(ii) review a representative subset, comprising at least 25
percent. of all other claims or requests for protection against
disclosure.

L) EFFECT OF FAILURE TO ACT —Thc failure of the

protection against disclosure or extensnon under this sectjon shall
not be the basis for denial or elimination of a claim or request for
protection against disclosure. )
(2) NOTIFICATION.—

(A) IN GENERAL—ExceDt as prov1ded in subparagraph ( B)

in_part a claim or request under pmgrgp__L_), intends to release
information pursuant to subsection (e), or promulgates a rule under
section 6(d) establishing a ban or phase-out of a chemical substance
the Administrator shall notify, in writing and by certified mail, the
person that submitted the claim of the intent of the Administrator to
release the information, ’

(B) RELEASE OF INFORMATION.—Except as _provided in
. subparagraph (C), the Administrator shall not release _information
under this subsection until the date that is 30 days after the date on
which the person that submitted the request receives notification
under subparagraph (A).

(C) EXCEPTIONS.—

(1) IN GENERAL.—For mfomlatlon under paragraph (3)

or (8) of subsection (e), the Administrator shall not release that
information until the date that is 15 days after the date on which
the person_that submitted the claim or request receives a
notification, unless the Administrator determines that release of
the information is necessary to protect against an imminent and
substantial harm to health or the environment, in which case no
prior notification shall be necessary,
(i) NOTIFICATION AS SOON AS PRACTICABLE —
For information-under paragraphs (4) and (6) of subsection (e),
the Administrator shall notify_the person_that submitted the
information that the information has been disclosed as soon as
practicable after disclosure of the information.
(iii) NO_NOTIFICATION REQUIRED.—Notification
shall not be required—
(1) for the disclosure of information under paragraph
(1), (2). (7). or (9) of subsection (e); or
(11) for the disclosure of information for which—
(aa) a_notice under subsection ( QU ACYI) was
received: and
(bb) no request was received by the Administrator

on or before the date of expiration of the period for
which protection from disclosure applies.

@—REB&PT—AB!:E—PRESUMP—'F}QN—

" the Admlmstrator‘under paragraph-(2)-with-respect-to- mformatlon

peraining-to-a-chemical-substance-subjeet-to-a—rule-promulgated
under-section-6 hat-—establishes—aban—o hase—out-ef-the

rmanufacture—processing—or—distribution—in—commerce—of—the
substanee—as—deseribed—in-subsestion {c)}3)—there—shall--bea
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out-of-the-manufaeture-processing-or-distributien-in-commeree-of

the-substanee-outweighs-the-proprietary-interest-in-maintaining-the

protection-from-diselosure-efthatinformation:
(By-REQUEST-FORNONDISCLOSURE—A—person—that

receives—a—netification—under-paragsaph—(L)-with—respect—to-the
infor escribed —in—subparagraph—{A)-may-submit—to—the
Administrater,-before-the-date-on-wh i ion-i
released-pursuant-to-paragraph-(2)BY;-
deeumentation-desceribing-why-the-person-believes—some-or-all-of
thatinformation-sheuld-not-be diselosed:

TION-BY ADMINISTRATOR: —

Administrator-receives-a-request-under-subparagraph-(B);-the
Administrator—shall-determine—whether—the—documentation
provided-by-the-persen-making-the-request-rebuts-or-does-net
rebut-the-presumption-deseribed-in-subparagraph-(A)forall-oF

disclosed
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to-the-maximum-extent-practicable: .
(DY-FIMING:.—Notlater-than—30-days—after —-making—the
determination—deseribed—in—subparagraph-(C)-the—Administrater
shal-make-public the-information-the Administrater has-determined
is-not-to-be protected from disclosure;

: the
Administrator-does—not-reeeive;--before-the-—date—on-whieh-the
information-described-in-subparagraph(A)-is-to-be-released-pursuant

Administrator-shall-promptiv-make-publie-all-of the-information:
(4(3)__APPEAIS.—

(A) IN GENERAL.—If a person receives a notification under
paragraph (2) and believes disclosure of the information _is
prohibited under subsection (a), before the date on which the
information is to be released pursuant to paragraph (2)(B), the
person may bring an action to restrain disclosure of the information
in— :

(i) the United States district court of the district in which

or
(ii) the United States District Court for the District of

Columbia. ’ )

(B) NO DISCLOSURE.—The Administrator _shall not

disclose any information -that is the subject of an appeal under this

action under subparagraph (A).

(5%4)REQUEST _ AND  NOTIFICATION  SYSTEM.—The
Administrator,_in consultation with the Director of the Centers for
Disease Controf and Prevention; shall develop a request and notification
system that_allows for expedient and swift access to_information
disclosed pursuant to paragraphs (5) and (6) of subsection {e) in a format
and Janguage that is readily accessible and understandable.

(hd) CRIMINAL PENALTY FOR WRONGFUL DISCLOSURE.—
(1) OFFICERS AND EMPLOYEES OF UNITED STATES.—
(A1) IN GENERAL.—Subject to paragraph (2), Ary-a current

subparagraph (B) shall be guilty of a8 misdemeanor and fined under
title 18, United States Code, or imprisoned for not more than 1 year.
or both.erformer-officereremployee-of the-United Statesrwhe

(B) DESCRIPTION.—A current or former officer or
employee of the United States referred to in subparagraph (A) is a
current or former officer or employee of the United States who—

(I by virtue of that sueh-employment or official position

has obtained possession of, or has access to, material the

disclosure of which is prohibited by subsection (a), and-

(B) whoe—knowing that disclosure of that sueh-material is
prohibited by sueh-subsection (a), willfully disclosures the material
in any manner to any person not entitled to receive that materialit;
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dees- shall not apply wnh respect to the publlshmg, divulging, disclosure,
er-making known of, or making available, information reported or
otherwise obtained under this Act.

(32) CONTRACTORS-—For the purposes of  this
subsectnonpamgraph—(—!—) any contractor with the Umted States that whe

contractor, shall be considered to be an employee of the United States.

(1) APPLICABILITY. —

(1) IN GENERAL .—Except as otherwise provided in this section,
section 8, or any other applicable federal law, the Administrator shall
have no authority—

for the protection from disclosure of information reported to or
otherwise obtained by the 'Administratod prior to the date of

v —a--~"1 Commented [A14]:we dont tsee the mconsnstency and -

note that. this provision is in clirrent TSCA Without this,
arguments may ‘be raised that section 1905 provides for
broader protectnon than section:14. Because this prows'on
has been'in TSCA from its inception, removing the prowsmn
would create confusion as to the applicability of section 14
vs. the Trade Secrets Act. - -
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enactment of the Frank R. Lautenberg Chemical Safety for the 21st
Century Act; or
(B) to impose substantiation or resubstantiation requirements
under this Act that are more extensive than those required under this
section,

(2) ACTIONS PRIOR TO PROMULGATION OF RULES—
Nothing in this Act prevents the Administrator from reviewing, requiring
substantiation or resubstantiation for, or approving, approving in part or
denying any claim for the protection from_disclosure of information
before the effective date of such rules applicable to those claims as the
Administrator may promulgate after the date of enactment of the Frank

R. Lautenberg Chemical Safety for the 21st Century Act.

(B>-PATA-FROM-HEALTHAND-SARETY-STUDIES—)-Subsection{a)-deoes

A)-any-health-and-safety-study-which-is-submitted-under-this
Act-with-respect to-—
-any-chemieal-substance-or-mixture-which; on-the-date
on-which-such-study-is—te-be-diselosed-has-been-offered-for
eormercial-distribution;-of
¢iyany-ehemical substance-ormixtureforwhich-testing-is
required-under-section-4-or-forwhich- notitication-isrequired
. underseetion-5;and

Administrator from—a health and—safety-s&udy—w\bh\cbfrelme540~a
ehemical—substanee—eﬁmi*mfe—deseﬁbed—i n-clause—{i-oriyrof

' %w—p&mgmphdee&nemmhm&&ehﬂeleaseeﬁaﬁyd&m—wehdﬁeleses
processes—used—in-the—manufacturing—or—precessing—of—a—chemieal
substanee-or-mixture-or—in-the-case-of-a-mixture;—the release—of-data
diselosing-the-pertion-of-the-mixture-eomprised-by-any-of-the-ehemieal
substanees-in-the- mixture:

—— ) fa-requestismade-to-the Administrator- undersubsection{a)—of
section-552-of-title 5, United-States—Code,—for—information—which—is
deseribed—in-thefirst—sentenee—ofparagraph—{(H—and which—is—net
nformation—deseribed—in-the—second-senience-of-sueh—paragraph—the
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Admnmmtemay—nekde&yﬁaeh—mquesmmhebasr&eﬁsubsee&}en%b)
“Yyof-suchsection:
———(€)-DESIGNATION-AND-RELEASE-OF-CONFIDENTIAL-DATA—(H—Inr
submitting data-underthis-Act-a-manufacturerprocessors-or-distributer
in-commeree-may-(A)-designate-the-data-which-such-person-believes-is
entitled-to-confidential-treatment-under—subsection-(a);-and-(B)-submit
suehdeslgnafeédmaﬁep&mtelﬂfemeﬂa&dat&subﬁﬂaed-undeﬁhﬁﬁ%
Acdesignation-

ranner-as-the-Administrator may-preseribe-

—— QYA Exeeptas-provided by-subparagraph{B)-if the- Administrator
propeses-to-release-for-inspection-data-which-has-been-designated-under
paragraph—{-D{A)—the—Administrater—shall-notify—in—writing-and-by
eertified-maik-the-manufacturer-proeessor-or—distributer-in-commerce
who-submitted-such-data-of-the-intent-to—release-such-data—t{ therelease

of-such-data-is-to-be-madepursuant-to-a-request-made-undersection

552a)-of title 5;—-United—States—Cede,—such-notice—shal—be—given
immediately-upen-approval-ef-such-request-by-the-Administrater—The
Administrator-may-notrelease-such-data-until-the-expiration-ef 30-days
after-the-manufaeturer—proeessor; or distributer-in-ecommerce-submitting
such-data-has received-the-notice required-by-this subparagraph:

- Adininistratormay-netrelease-data-under paragraph-(3 )} efsubseetion{(a)
unless-the- Administrater-has-netified-each-manufacturerprocessor—and
distributor-in-commeree-whe-submitted-sueh-data-ef such-release—Such
notice-shall-be-made-inwriting-by-certified-mail-at-least-15-days-before
&hﬁdeas&eﬂweh—da&a—e*eep&%ha&rhhe%dmmrs&a&e%éemmmeﬁha{
Hae—re%ease—ef——meh—d&{a s o protect ugamst—aﬂ—mmmem-
be-made-bysuch-means-as-the-Administrater-determines-will-provide
notice-at-least-24-hours-before-such-release-is- made-
——@i)-Subparagraph-(A)-shall-not-apply-to-the release-o f-informatien
desenbed—m—subseeﬂeﬂ—(b}ﬁ-)ﬂ%he%&hﬁﬁﬁﬂfeﬁn&&en—deseﬂbed—m—the

£ I ™
sentence-of-sueh

—-(e)—AGGESS—B%’—GGNGR—ESS—NM}S&&HdmO—&Hy

limitation-contained-in-thissection-erany other provision-of-lawsall
mfemaﬂen—sepene&e&%mse—ebtamed—b}theﬁﬁdmimm
(or-any-representative-of- the—Admmrstmtor)undeHh}s—Aﬁ—shall be
made—available;—upon-written—request—of—any—duly—authorized
committee-of the Congress—to-such-committee:



Tillez, Loreto : '

From: Kaiser, Sven-Erik

Sent: ‘ Wednesday, March 30, 2016 8:26 AM

To: : Michal_Freedhoff@markey.senate.gov; jonathan_black@tomudall.senate.gov;
Adrian_Deveny@merkley.senate.gov-

Subject: Sen. Markey TSCA Inquiry on Section 14(f)(2)(A)(iv)

Michal,

. This TA respondé to the request on section 14(£)(2)(A)(iv).

Question: If [Section 14(f)(2)(A)(iv)] was deleted, would EPA still retain its discretionary authority to

- review CBI claims in the manner it currently does (ie, the example given in past TA was when disclosure
of CBI might be useful to get better public comments on proposed rules etc)? Would EPA be able to, for -
example, review a. CBI claim of a company making a chemical substitute for a chemical EPA was
planning to ban, in order to get more information about that substitute during the rulemaking process?

Response: EPA believes the deletion of Section 14(f)(2)(A)(iv) has the potential to impair EPA’s authority to

disclose information claimed as CBI as part of development of a rule. This potential impairment would arise

largely from the decision to delete the provision from the Senate bill as passed, since it would likely be argued
that that decision was intended to have some effect.

Had the provision never been in the Senate bill, we do not think its absence would significantly impair EPA’s
authority to disclose information claimed as CBI as part of development of a rule, for two reasons:

1. Although section 14(£)(2)(A) identifies situations in which EPA “may” review CBI claims, section
14(i) limits EPA’s authority only with respect to imposing substantiation or re-substantiation
requirements. Thus, EPA would likely take the position that the list of bases for review in section
14(a)(2)(A) is not exclusive, and that EPA has inherent authority to conduct internal reviews of CBI
claims. (Again, such an argument would be undercut if (iv) were dropped from section 14(a)(2)(A),
unless the deletion were accompanied by a very clear explanatory statement in the conference report
that acknowledges that EPA already has general authority to review CBI claims, even without
14(£)(2)(A)(iv), and that Congress simply removed redundant verbiage.) '

2.Even if Section 14(£)(2)(A)(iv) limits EPA’s authority to review claims, section 14(e)(7) of the bill
authorizes EPA to disclose CBI where “relevant in a proceeding under the Act”. Although EPA
would be required to preserve confidentiality to the maximum extent practicable without impairing
the proceeding, EPA would have discretion to determine how much disclosure is needed to avoid
impairing the proceeding.

The technical assistance is intended for use only by the requester. The technical assistance does not necessarily
represent the policy positions of the agency and the administration on the bill, the draft language and the
comments. Please let me know if any additional questions. Thanks,

Sven

Sven-Erik Kaiser



U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Avé., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]

Sent: Thursday, March 24, 2016 12:51 PM~-

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov> '

Ce: Black, Jonathan (Tom Udall) <Jonathan Black@tomudall senate.gov>; Deveny, Adrian (Merkley)
<Adrian_Deveny@merkley.senate.gov>

Subject: Section 14(f)(2)(A)(iv)

Sven

If this was deleted, would EPA still retain its discretionary authority to review CBI claims in the manner it
currently does (ie, the example given in past TA was when disclosure of CBI might be useful to get better
public comments on proposed rules etc)? Would EPA be able to, for example, review a. CBI claim of a
company making a chemical substitute for a chemical EPA was planning to ban, in order to get more
information about that substitute during the rulemaking process?

i

Thanks
Michal
Michal Ilana Freedhoff, Ph.D.

Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA)



Tilleﬂ, Loreto ' |

From: Kaiser, Sven-Erik

Sent: Wednesday, February 24, 2016 5:38 PM

To: . 'Freedhoff, Michal (Markey)'

Subject: - : Sen. Markey TSCA request - section 9
Attachments: Markey.TSCA TA.Section 9b Public interest.docx
Michal,

This responds to your TA request on sectlon 9 on public interest determlnatlons The technical assistance is
intended for use only by the requester. The technical assistance does not necessarily represent the policy
positions of the agency and the administration on the bill, the draft language and the comments. Please let me
know if any questions. Thanks,

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relatlons
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff Michal (Markey) [mallto Mlchal Freedhoff@markey senate gov]
Sent: Friday, February 19, 2016 7:00 PM

To: Kaiser, Sven-Erik

Subject: TA request - section .9

Not for the weekend. : :

has EPA ever made a public mterest determination under section 9? If so, could you describe details?
House Section 9 requires EPA to do a cost-benefit analysis of another federal agency regulating a chemical
substance before making a public interest determination. Would EPA be able to properly do an analysis like
this on statutes it doesn't admmlster? Are there any operational or workability concerns EPA has with the
language?

Thanks

Michal

Michal llana Freedhoff, Ph.D.

Director of Oversight and Investigations

~ Office of Senator Edward J. Markey (D-MA)
- i



This language is provided by EPA as technical assistance in response to a congressiondl request. The
technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments. '

[H]as EPA ever made a public interest determination under section 97 If so, could you describe
details?

Yes, in 1988 EPA determined that it was in the public interest to use TSCA rather than the CAA
to address certain risks of hexavalent chromium (even though “TSCA and the CAA could require
equally stringent control limitations.”) 53 FR 10206 (March 29, 1988). The rationale was that

" TSCA provided a better- mechanism for enforcement, since requirements could apply to
distributors and vendors instead of individual cooling towers. :

In a 1991 proposal, EPA determined that it was in the public interest to use TSCA rather than the
CWA or RCRA to address certain risks of dioxins in paper mill sludge. 56 FR 21802 (May 10,
1991). EPA determined that TSCA requirements could be more specifically tailored than RCRA
requirements and that they could be more.comprehensive in scope than CWA requirements.

In other circumstances, EPA has indicated that it is disinclined to make such a public interest
determination. For example: respecting the use of TSCA rather than the Ocean Dumping Act to
address PCB contamination from sunken Naval vessels, 77 FR 42183-4 (July 18, 2012); or
respecting the use of TSCA rather than the Clean Air Act to address ocean acidification from
anthropogenic carbon dioxide. 80 FR 60581-2 (October 7, 2015).

1. House Section 9 requires EPA to do a cost-benefit analysis of another federal agency
regulating a chemical substance before making a public interest determination. Would
EPA be able to properly do an analysis like this on statutes it doesn't administer? Are
there any operational or workability concerns EPA has with the language?

The House bill does not substantively amend section 9(a), regarding referral to another Agency,
so the premise of the question is mistaken.

The House bill amends section 9(b), respecting the public interest finding that EPA must make to
manage a risk under TSCA if it has initially determined that risk management actions under
“other Federal laws administered in whole or 1n part by the Administrator” would be sufficient to
address the risk. The public interest finding is “in the Administrator’s discretion,” and legislative
history reflects the view of the conferees that the outcome finding was not substantively
reviewable in court. H.R. 94-1679 at 85 (1976). The conferees indicated that a court could still
address EPA’s failure to conduct the necessary analysis prior to making a public interest finding.

The analytical requirements that the. House bill attaches to section 9(b) are similar to the status
quo under TSCA. Note, however, that the analytlcal requirements for 9(b) are currently located
in section 6(c):

“If the Administrator determines that a risk of injury to health or the environment could
be eliminated or reduced to a sufficient extent by actions taken under another Federal law
(or laws) administered in whole or in part by the Administrator, the Administrator may



This language is provided by EPA as technical assistance in response to a congressional request. The
“technical assistance is intended for use only by the requester. The technical assistance does not

necessarily represent the policy positions of the agency and the administration on the,bill, the draft
language and the comments. '

not promulgate a rule under subsection (a) to protect against such risk of injury unless the |
Administrator finds, in the Administrator's discretion, that it is in the-public interest to -
protect against such risk under this Act. In making such a finding the Administrator shall
consider (i) all relevant aspects of the risk, as determined by the Administrator in the
Administrator's discretion, (ii) a comparison of the estimated costs of complying with
actions taken under this Act and under such law (or laws), and (iii) the relative efficiency

of actions under this Act and under such law (or laws) to protect against such risk of
injury.” TSCA § 6(c). ~

The House bill’s section 9(b)(2) tracks and relocates the pertinent passage from current section
6(c). EPA has two drafting observations:

e House 9(b)(2) discusses taking “an action” under TSCA “rather than under another law
administered in whole or in part by the Administrator.” If the objective is simply to
maintain the current structure of TSCA section 9, this should be changed to a discussion
of “actions” taken under TSCA “rather than under another law (or laws).” Here’s why:

o Current 6(c) operates in the plural: it refers to “actions under this Act” and non-
TSCA “law (or laws)” that EPA administers.

o For purposes of intra-agency coordination under current 9(b), the threshold
finding is based on the sufficiency of actions under the non-TSCA authorities that
the Administrator has charge over.

o This highlights a different approach taken under 9(a), for purposes of inter-agency
referral. In section 9(a), the threshold finding is based on the sufficiency of action
under a single non-EPA Federal law.

e House 9(b)(2) directs EPA to “consider the relevant risks.” Compare with current TSCA
6(c): “consider . . . all relevant aspects of the risk, as determined by the Administrator in
the Administrator’s discretion.” . _

o Itis unclear whether 9(b)(2) is an enlargement or an expansion of the finding
requirements under 6(c):

* “all relevant aspects of the risk” has been changed to “the relevant risks”
* Mention of the Administrator having discretion to identify the scope of the
risks was deleted.



Tlllelrlz Loreto ' : 4

From: Kaiser, Sven-Erik

Sent: Tuesday, March 22, 2016 3:19 PM

To: 'Freedhoff, Michal (Markey)'

Subject: . "Sen. Markey TSCA TA - another 6(a) alternative
Michal,

This TA responds to the request to review a 6(a) option deallng with section 18 and (c)(2) references.

OPTION 2 o

(d) SCOPE OF REGULATION. —If the Administrator finds-that there-is-a-reasonable basisto-conclude
determines| in accordance with subsection (6)}(4)(A) that the manufacture, processing, distribution in
commerce, Use, or dlsposal of a chemical substance or mixture, or that any combination of such -
activities, presents an unreasonable rlsk of m_]ury to health or the env1ronment the Administrator shall !
by rule, an cctito-section:I'8iandiintaccordance with subsection (¢)(2)/ apply one or more of the
following requlrements to such substance or mlxture to the extent necessary to-protect-adequately
agams&suehﬁsleusmg—ﬁae%ast—bwdaﬁenﬁeqwemen&‘rso that the chemical substance does not

present such a risk under the conditions of use.:

Does this version addyess the question you had about why section 18 is there and how it
‘might intersect with a redundant (c)(2) reference? For your context, the subject to section 18
is there to basically address the Geier case, namely that one element of that case involved a
court dismissing a state tort action on a car safety matter on preemption grounds despite the
existence of a tort savings clause in the motor vehicle safety act.

The changes you suggest do help address the specific issue we identified in our most recent TA -- the
suggestion that section 18 and 6(c)(2) are on the same footing as limitations on EPA's authority. However, it
does not address our long standing point that we think the reference to section 18 in this context is
unnecessary and confusing. We understand your point about addressing Geier, but we think section 18
already does that (and if it doesn', it's hard to see how a reference to it in section 6 would). The reference to
section 18 in section 6(c) of the offer indicates that EPA's authority to promulgate rules under section 6(c) is
limited in some way by section 18, which we do not understand to be your intent. Presumably, you mean to say
that the preemptive effect of any rules EPA promulgates under section 6(c) is subject to section 18. (And,
again, we don't really see the value of making such a point in section 6, since section 18 already provides that
it governs the preemptive effect of section 6 rules, and has whatever effect it has with respect to Geier.)

Please let me know if any questlons Thanks
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Mlchal (Markey) [mallto Mlchal Freedhoff@markev senate gov]
Sent: Monday, March 21, 2016 12:17 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: another 6(a) alternative

OPTION 2



(a) ScoPE OF lj.EGULATION. —If the Administrator finds-thatthere-is-areasenable basis-to-conelude
determines in accordance with subsection (b}(4)(A) that the manufacture, processing, distribution in
commerce, use, or disposal of a chemical substance or mixture, or that any combination of such
activities, presents an unreasonable I‘lSl\ of injury to health or the environment, the Administrator shall
by rule, and 5ubjectito: id: Cordarice with subsection(el 2y apply one or more of the
followmg equ1rements to such substance or mixture to the extent necessary to-protect-adequately

sing-the-Jeast-burdensemerequirements-so_that the chiemical substance does not

present sugh a risk under the conditions of use.:

Does this versjon address the question you had about why section 18 is there and how it might intersect with a
redundant (c)(2) reference? 'For your context, the subject to section 18 is there to basically address the Geier case,
namely that one element of that case involved a court dismissing a state tort action on a car safety matter on
preemption grounds despite the existence of a tort savings clause in the motor vehicle safety act.

Michal Ilana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect Wlth Senator Markey




Tilleﬂ, Loreto ’ o . : .

From: * _Kaiser, Sven-Erik

Sent: - Tuesday, February 23, 2016 5:24 PM

To: ‘Freedhoff, Michal (Markey)'

Subject: : Sen. Markey TSCA TA - redrafted section 5

Attachments: ‘ Markey.TSCA TA.Section 5 text received on February 22.docx

Michal — the attached TA responds to your request, including the additional 5(d) duestion. We highlighted the
more significant comments. Please let me know if any additional questions. Thanks,
Sven : '

Sven-Erik Kaiser
U.S. EPA
~Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)
Washington, DC 20460
202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Monday, February 22, 2016 3:51 PM

To: Kaiser, Sven-Erik
Subject: section 5

Sven

I'm attaching a re-draft of section 5, with some streamlining and other more substantive changes. I'd appreciate your
team’s take, with a particular focus on the areas where we shifted away from a ‘saféty standard’ and back to an
‘unreasonable risk’ construct, and to anything else you think could pose workability or other challenges.

“I'd appreciate getting this back before 11 AM tomorrow and hope that is doable.

Thanks
Michal



This language is provided by EPA as technical assistance in response'to a

congressional request. The technical assistance is intended for use only by the
requester. The technical assistance does not necessarily represent the policy

positions of the agency and the administration on the bill, the draft language
‘and the comments

SEC. 5. NEW CHEMICALS AND SIGNIFICANT NEW
USES.MANUFACGTURINGAND-PROCESSING-NOTICES:

{a)__DerintTion.—For__purposes __of this section, the terms

commercial purposes. .

(ba)-NoTIGESIN-GENERAL—(1) Except as provided in paragraph (3)
and subsection (hg), no person may—

(A) manufacture a new chemical substance on or after the
30th day after the date on which the Administrator first
publishes the list required by section 8(b), or

(B) manufacture or process any chemical substance for a
use which the Administrator has determined, in accordance
with paragraph (2), is a significant new use,

unless such person submits to the Administrator, at least 90 days

. before such manufacture or processing, a notice, in accordance with

subsection (c){d}, of such person’s intention to manufacture or
process such substance—and—such—person—complies—with—any

(2) A determination by the Administrator that a use of a
chemical substance is a significant new use with respect to which

" notification is required under paragraph (1) shall be made by a rule

promulgated after a consideration of all relevant factors, including—

(A) the projected volume of manufacturing and processing
of a chemical substance,

(B) the extent to which a use changes the type or form of
exposure of human beings or the environment to a chemical
substance, :

(C) the extent to which a use increases the magnitude and
duration of exposure of human beings or the environment to a
chemical substance, and

(D) the reasonably anticipated manner and methods of
manufacturing, processing, distribution in commerce, and
disposal of a chemical substance.

(3)__ARTICLE CONSIDERATION.—The _Administrator _may

processing of a chemical substance as part of an article or category
of articles under. paragraph (1)(B)_if the Administrator makes an
affirmative finding in a rule under paragraph (2) that the reasonable
potential for exposure to the chemical substance through the article
or category of articles subject to the rule warrants notification.

. ~ .
(€)_CoNTENT 0F NOTICE: PUBLICATIONS IN THE FEDERALIREGISTER.—

(1) IN GENERAL.—The notice required by subsection (b)shal

(A) the information required by sections 720.45 and 720.50

of title 40, Code__of Federal Regulations_(or. successor
regulations); and

R Commented [A1]: EPA; “The” had been defeted fromthe
senate draft: L . S .

. “,,‘-—'( Commented [A2]: All streamlining and ‘conforming changes }




This language is provided by EPA as technical assistance in response to a
congressional request. The technical assistance is intended for use only by the
requester. The technical assistance does not necessarily represent the policy
positions of the agency and the administration on the bill, the draft language
and the comments

(B) all known or reasonably ascertainable information
regarding conditions of use and reasonably anticipated !

Admmlstrator determmes that more_specific mformatlon is
required in the public_interest, each chemical substance for

which notice has been received under subsection (b), along with

the conditions of use for each such substance, and for which the o { Commented [A3]: EPA: Add “identified in the notice"?
notification period prescribed by subsection (b or (d)hasmot .. Commented [A4]: EPA: Probably makes more sense to
expired: and substitute “the review period prescribed by subsection (d),
B) alistidentifving each chemical substance for which such since it's the review period, not the notification period, that
notification period has expired since the last publicationof such Seems o govem completion of review.
list,. T Commented [A5]: EPA! Agam review penod would
probably be better:

——{b}-SuBMission o TEST DATA—{1){A)-H {i)-a-person-isrequired-by
subsection—{a}{1)-to-submit-a-notice-to-the-Administrator-before
beginning-the-manufacture-or-processing-of-a-chemical-substanece,
and—({ii)-such-person—is-required-to—submit-test—data—for-such
substanee pursuantto-arulepromulgatedundersection4-before the
submissien—of--such—notice,—such--person—shall-submit—te--the
Administrator-such-data-in-accordance-with-such-rule-at-the-time
Reticeis-submitted-in-acecordance-with-subseetion{a){1):
e B)-If—
(i)-a-person-is-required-by-subsection-(a)(1}-to-submit-a
notice-to-the-Administratorand
(ii)-such-person-has-been-granted-an-exemption-under
section-He}-fromthe requirements-ef arule-promulgatedunder
section4-before thesubmissien-ef such-netice;
such-persen-may-not-before-the-expiration-of-the-99-day-period
whieh-beginsenthe-date-of the submissionin-accordance-with-such
rule-ofthe testdata-the-submissionordevelopmentofwhich-was-the
basis-for-the-exemption;manufacture-sueh-substanee-if such-person
is-subject-to-subsection-{a}{1){A}-or-manufacture-or-process-such
substance—for-a-significant-new—use-if-the-person-is-subject—te
subsection-(a){1)(B).
2HA) Faperson—
(#)-is-required-by-subsection{a}{1)-te-submit-a-notice-to-the
Administrator-before-beginning-the-manufacture or-processing
of-a-chemical-substanee-listed-under-paragraph-{4);-and
(@#i)-is-not-required-by-a-rule-promulgated-undersection-4
before-the-submission of such-netice to-submit-test data for-such
substanee,
such-person-shall-submit-to-the-Administrator-datapreseribed-by
subparagraph-(B)-at-the time-notice-is-submitted-in-accordance-with
subseetion-(a}{1): '
——(B)-Data-submitted-pursuant-to-subparagraph-{A)-shall-be-data
whieh-the-person-submitting the-data-believes-show that—
{#)-in-the-case-ofa substance-with respectto-which-notice-is
required—under—subsection—(a}{1)(A)—the—manufacture;



This language is provided by EPA as technical assistance in response to a

congressional request. The technical assistance is intended for use only by the
requester. The technical assistance does not necessarily represent the policy
positions of the agency and the administration on the bill, the draft language

and the comments

processing-distribution-in-commerce;-use-and-disposal-of-the
chemical-substance-or-any-combination-of-such-activities-will
) net—pfesent—an—tmreasenable-ﬁsleohmufy—to—heakh—er—the
envirenment - of
ii)-in-the case ofachemical substanece-with-respectto-which
notice—is-required-under—subsection—(a}{(1}{B),-the—intended
significant-new-use-of-the-chemical substance-will-net-present
an-unreasenable risk ofinjury-to-health-or-the—environment:
——(3)-Data-submitted-under-paragraph{1)-er-{2)-shall-be-made
available—-subject-to—section—14,—for—examination-by—interested
DEFSORS:
current-a-list-of-chemical-substances-with-respectto—which-the
Administrater-finds-that-the-manufacture-precessing-distribution
in-commerce use;or-disposal-orany-combination-ofsuch-activities;
presents-or-may-present-an-unreasonable- rlsk—ohn)ury -to-health-or
the-environment
~——(§i}-In-tnaking-a-finding-under- dause—(x)—that—the—manufactur&
proeessing-distribution-in-commerce;-use;or-dispesal-of a-chemical
substance-or-any-combination-ef-sueh-activities-presents-or-may
presentan-unreasonable risk-efinjury-to-health-er-the-environment;
the-Administrator-shall-considerall-relevant-factors;including—
{)-the-effects-of-the-chemical-substance-on-health-and-the
magnitude-of human-exposure-to-such-substance;-and
{4)—the —effeets—of--the--chemieal—substanee--en—the
environment-and- the—magmtude~ef—eﬂv1mnmental—exposure te
such-substanee:
--------- (B}--—-The—AdmlmstFator«shall —m—prescnb1ngua»rule—under

nece-identify-these
uses—if-any—which-the-Administrater-determines, by rule-under
subsection-(a}(2},-would-constitute-a-significant-new-use-of-such
substance:

——(£)-Any-rule-under—subparagraph-{A)—and-any—substantive
amendment er-repeal-of sueh-a-rule;shall-be-promulgated-pursuant
to-the-procedures-speeified-in section-553-of title-5; United-States
Coderexcept that-(i}-the-Administratorshall give-interested persons
- an—oppertunity—for-the—eral—presentation—of -data,—views;-oF
arguments—in—addition--to—an—oppertunity—to—make—written
submissions;-(ii}-a-transcript shall- be kept-ofany-oral presentation;
and-{iii}-the-Administratorshall-make-and-publish-with-the-rule- the
finding-deseribed-insubparagraph-{A}:

-——fe}-ExTension-oF NoTIGE PERIOD—The-Administrator- mayﬁ‘er ~good
cause-extend-for-additional-periods-{not-te-exceed-in-the-aggregate
90-days}-the-period;-preseribed-by-subsection-{a}-o
which-the-manufacturing-or—processing-of-a—chemical-substance
subjectto-such-subsection-may-begin-Subject-to-section-11-such-an
Register-and-shall-constitute-a-final-agency-action-subject te-judicial
review:

(d) Review of Notice.—

_.-—{COI:'nmented [A6]: All streamlining
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(1) INITIAL REVIEW.—
(A) IN GENERAL.—Subject to subpara raph B not later

subsection (b), the Administrator shall, following a review of the
notice and any relevant mformation about the chemical

about the potentlal for exp__sure to humans and the
environment and any_relevant information identified _in

subsection (c)(1f make a determination under paragraph (2).

(B) EXTENSION.—Except as provided in paragraph f_Zl[QL

the Administrator may extend the period described in
subparagraph (A) for good cause for 1 or more periods, the total
of which shall not be more than 90 days. .

).and subject to section 18

or susceptible population 1dent|ﬁed bv the Administrator, in which case
the Administrator shall take applicable action under paragraph (3);

{B) determine that manufacture of the chemical substance or

manufacture and processing of the chemical substance for the

significant new use may commence, notwithstanding any remaining
ortion of the applicable period for review under subsection.(b)(1); or

(C) determine that additional information is necessary in order

to make a determination under subparagraph (A) or (B), in which
case the Administrator—

(1).shall provide an opportunity for the submitter of the
notice to submit_the information, and may extend the review
period for a reasonable amount of time by agreement with the
submitter to_allow the development and submission of the
information:

(i) may promulgate a rule, enter into a consent agreement.
or issue an order under section 4 to require the devélopment of

the mformatlon and

(3) RESTRICTIONS.—
(A) DETERMINATION BY THE ADMINISTRATOR.—
(i) IN GENERAL.—If the Administrator makes a .
determination under paragrap (2)}(A) with respect to a

( Commented [AZ]: EPA: Should be “reasonably available™? J

information: in the “notlce which is already referenced above

= ( Commented [A8]: EPA: This is redundant since this this

.Commen'ged [A9]: EPA: In résponse to the specific TA
'| request of 12:09pm, February 23, about reviewability in court:,

ipplicable |

The determination seems to meet the' Bennat v. Spear fest for *
a final agency action, It marks the culmination of a decision-
making process established Under § 5(d)(2) and legal ,
consequences flow from the- decision, This would be
reviewable in court under the APA, subject to a 6-year statute
of fimitations. It is not covered under TSCA Section 19
(Judicial Réview) but the main effect of that factis tosend
judicial review to a U.S. District Court under the 6-year limit,

not the Courts of-‘Appeals under the TSCA 60-day limit. -

'{ commented [A10]: Another option for revnewand e
discussion .

{ commented [A11]: EPA: Itis cohfuslng to say that EPA’s

, | unnecessary).

-determination is subject to the preemption provisions. :* ]
Presumably the intent is to say something about the effects of
an EPA determination (and even that would be confusing and. .,

| Commented [A12]: EPA: Note that while EPA does riot

view this as a very high bar, there is Some caselaw indicating
that the standard requires EPA to find an overiap between
levels of concem and actual exposure.

“{ commented [A13]: EPA: This contains no standard for the

. that the chemical substance may present. . ..
{ commented [A14]: EPA:

decision. Without clarification, this could lead to litigation
about whether or not a (d)(2)(B) determination impliedly
requires showing that a (d)(2)(A) determination is impossible.

If that is the intended objective, you could say something like °
°determines that there is no [reasonable?] basis to deterrine -

1.Nothing prevents manufacture in the meantime for these
‘chemicals. Is that intentional? If the data comes back 2
years later showing that the chemical may present an
urireasonable risk, it does not appear that a determination
under (2)(A) or a restriction under (3) would be timely. Both
provisions seem to assume that action is-occurring within
the ordinary review period of 90-180 days.

2.In line with the comment-above as to the “may present” -
standard, “(C)” may indicate that EPA needs a fairly
substantial amount of information to make the.“may
present” finding in “(A)". Under current TSCA, EPA can
make the “may present” finding for new chemicals only

. where “information available to the Administrator is
insufficient to permit a reasoned evaluation of the health
and environmental effects” of the chemical substance. In
contrast, the drafting here suggests that lack of information:
would be a reason not to make a “may present” finding.
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applicable period for review under paragraph (1) and
by_consent agreement or order, shall prohlblt or
otherwise restrict the" r_nanufact re processmg,_,yse .
distribution in.cc commxg_e‘pr disposal (as applicable)of =
the chemlcal substance, or of the chemical substanc

(1)_the Administrator, before the end of the

determmes that _complia nce with such prohibition or
restrictions are sqfﬁcx_ent to _ensure that there is no

ubgtance or_significant new user may present an
unreasonable risk of injury to health or th

envxronment and

no ommence manufacture of the
chemical substance or_manufacture or processing of

the chemical substance for a significant new use, except
in_compliance with the restrictions specified in thd

consent agreement or order '

(B) REQUIREMENTS.—Not later than 90 days after issuing

a_consent agreement or order under subparagraph (A), the
Administrator_shall_consider_whether chpro,m_lllg_te a rule

pursuant to subsection lb )(2) that 1dent1ﬂes asa 51gmﬁcant new
ommerce. or dlsposal of the chemlcal substance that does th

conform to the restrictions imposed by the consent agreement
-or_order. and, as applicable, initiate such _a rulemaking. or

publish a statement describing the reasonshythe Administrator
for not initiating such a rulemaking.

) INCLUSION ]
subparagraph (A) may. mclude, any requirement or combmatlon

NS —A prohibition or other restricionunder

Commented [A15]); EPA: Dlstnbutlon in commerce and use
arereversed form usual order.: :

ﬁ:ommented [A16]: EPA: Should be s’

Commented [A17}:EPA: Not partof the @A) standard
but may be as good a formuiation as any. .

e/

Commented [A18]:-EPA:.Note that this bars any person
(not just the.submitter) from activity that would be lnconSIStent'
with the order or agreement. In ‘contrast, under TSCA .
currently, a $ection 5(e) order restricts.only the recipient. The -
-bill- formulation calls into question the need for EPA to’
considering'issuing a"SNUR, as would be required by
subparagraph (B), since the purpose-of a SNUR foflowing a
5(e) order is typically to apply the terms of the-order to.’
persons who are not parties to the order.. Thisis.an issue
with the currem Senate bill draﬁmg that we had not plCKEd up
on'before.

(Commented [A19] EPA:-“such " would be better . )

“-{ commented [A20): EPA: Shouldbeof?- . = ' |

1 Commented [A21]: x-ref as duscussed bu‘t note that EPA ,
says it doesm't need any list atall. -

not comprehensive:

ofrequirements listed in section6(d), I {Commented [A22]; EPA: Note that the current G(a) fistis ]

determmes. w1th respect to persistence and bloaccur_nu[atlon

scores high for 1 and either high or moderate for the other
pursyant to the TSCA Work Plan Chemicals Methods Document

ublished the Administrator_in February 2012 (or

successor Methods Document), the Administrator shall, i
selecting_among prohibitions and other restrictions that the

Administrator determines are sufficient to ensure that there is

no longer a reasonable basis _to determme that the chemlcalr__. e [Commented [A23]: EPA: “Reasonablé basis™is not in the ]

substance may present an unreasonable risk

environment, ;reduce potential exposure to the substance to the
maximum extent practicable.

standard (but again my not be a bad formulation).

<~{ Commented [A24]: EPA: Should add “of injury* after “isk” |
tCognmented [A25]: EPA: Should bé “or" - . . )
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" (E) WORKPLACE EXPOSURES.—To the extent practicable

Labor for Qccupational Safety and Health prior to adopting any
prohibition or other restriction under this subsection to address
workplace exposures.

LLDEFINITION OF REOUIREMENT For purposes of this

(e) Notice of Commencement.—
(1)_IN GENERAL.—Not later than 30 days after the date on
which a manufacturer that has submitted a notice under subsection
(b) commences nonexempt commercial manufacture of a chemical
substance, the manufacturer shall submit to the Administrator a

{A) the name of the manufacturer; and
(B) the initial date of nonexempt commercial manufacture,
(2) WITHDRAWAL.—A manufacturer _or_processor that hds
submitted a notice under subsection (b), but that has not
commenced nonexempt commercial manufacture or processing of
the chemical substance, may withdraw the notice.

(f)_Further evaluation.—The Administrator may review a chemical

substance for which a notice of commencement has been submitted
at any time, consistent with Section 6. .

{d)-CoONTENT- OF—NOTICE——PUBLICATIONS IN-THE-FEDERAL-REGISTER—{1)-The
netice required-by-subsection-{a)-shallHneclude—

{A)-insefar-as known-te-the person-submitting the-notice-or
insefar-as-reasonably-ascertainable,the-information-deseribed
in—subparagra phs—@&)—(ﬂB)-EG-]—ED)—-(—E)*and—{G)—e fsectien
8(a)()-and

EB}—m—sueh—feFm—and—manﬂe{—as»the—AdHHmstFater—may
prescribe;-any-test-data-in-the-pessession-orcontrol-of-the
person-giving-such-notice-which-are-related-to-the-effect-of any
manufacture,—processing—distribution-in-—commeree,—use,—oF
disposal-of-such--substance—or—any—article-containing—such
substance;-or-of-any eombination-efsuch-activities; on health-or
the-environment-and

{€)—a—description—of—any—eother—data—coneerning—the
environmental-and-health-effects-of-such-substance;-insofar-as
known-to-the-persen-making the notice or-insofarasreasonably
ascertainable:

Such-a-notice-shall-be-made-available;-subject-to-section- _1.4 »»»»»» -for
examinaton-by-interested-persens:

——{2)-Subject-to-section-14;—not-later-than-five-days-(excluding
Saturdays;-Sundays-and-legal-holidays)-after-the-date-ef-thereceipt
ofa-notice-undersubsection{a)-orof-data-undersubsection{b} the
Administrator shall publish-in-the Federal Register-a-notice-which—

--1 Commented [A26]: EPA: Makes no sense — how would a
term displace common faw? And the section generaily uses:
““restriction” not requirement” anyway.

/
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(A)-identifies-the-chemical-substance-foer-which-netice-or
data-has been-received;
——————{B}lists the-uses-or-intended-uses-of such-substance;-and
eme—{€}-in-the-case-of the receipt-of-data-under-subsection
- (b)-describes—the—nature—efthetests—performed—-on—such
substance—and—any—data—which-was—developed-pursuant—te
subsection-(b)-or-a-rule-undersection-4-
A-notice-under-this-paragraph-respecting-a chemical substance-shall
identify—the—chemical —substance—by—generic—class—uanless—the
Admimstfater—dete{:mmes—{hat—mepe—spee;ﬁe—ldenhf ication—is
required-in-the publicinterest:
——{39—At—the-begmmﬂg—ef—ea€h—meﬂth—the—Adm*m5€mter—shaH
publish-a-listin-the Federal Register-of (A} each-chemical- substance
for-which-notice-has-been-reeeived-under-subsection-{a)-and-for
which the notificationperiod-prescribed-by-subsection (a){b}-er(€)
has-not-expired;-and-(B}-each-chemical-substanee-for-which-such
notification-period-has-expired-sinece-thelast-publication—in-the
Federal Registerofsuchlist:
—{e}-REGULATION-PENDING DEVELOPMENT-OF-INFORMATION:—
{1){A)-Hfthe-Administrator determines-that—
{i)—the—information—available—to—the—Administrator—is
insufficient-to-permit-a-reasoned-evaluation-of-the-health-and
enwrenmenEal—effeets—ef-a-ehemicﬂl—substanceweh—respeebte
which-notiee-is+ ;
{ii}(1}-in-the-absence of sufficient: mfo;manon to-permit-the
Administrator-to-make-such—an-evaluation,—the-manufacture;
processing-distribution-in-commerce,-use-or-dispesal-ef-such
substanee;or- any{ombmatxon of such-activities;may-present-an

and—such—substance—either—enters—or—may—reasonably--be
orthere-is-or may-besignificantorsubstantialhuman-expesure
to-the-substance;the- Administratormay-issue-a- prepesedo;der,
to-take—effect-on—the-expiration—of the -notifieatio
applicable to the- manufacturing-er-processing-of suchsubstanee
under—subsection—{a)i—{b)i—or—(c)—to-prohibit—or—limit-the -
manufacture,—proeessing--distribution—in—commerece—use—or
disposal—ef—such—substance—or—to—prehibit—or—limit—any
combination of such-aetivities:
~——(B)}Apropesed-order-may-notbe-issued-undersubparagraph
{A)-respecting-a-chemical substance{i}-ater than45-days-before-the
expiration-of-the-notification-period-applicable-to-the-manufacture
orprocessing of such-substaneeundersubsection{a)-{b}-or-(c}rand
ii}-unless-the-Administrator-has;-on-or-before-the-issuance-of-the
proposed—erder;,—notified;--in—writing—each—manufacturer—or
5 ; ce—of —the
determination-which-underlies such-order:
-—€€—) !f-a—maﬂuﬁac%ufer—eimpreeessepeﬁaehemamlsubstaneembe

w;t-h—the Admmlst;atepéw&hm{he—m-day—peﬂed-begmmng-en—the
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date-such-manufacturer-or-processor-received-the notice-required
by-subparagraph-(B)(ii}}-objections speeifying-with-particularity the
provisions—of-the—order—deemed—objectionable—and—stating—the
grounds-therefor-the propesed-erder shall-net-take-effeet:

----- —E2}{AYi)-Except-as-provided-in-clause-{ii}-if-with-respeet-to-a
chemieal-substance-with-respectto-which notice-is—required-by
subsection—{a);—the —Administrator—makes—the—determination
deseribed-in-paragraph-{1}(A)-and-if—

D-the Administrator does notissue-a-proposedorderunder
paragraph-{1)-respeeting-such-substanee-or

{113-the Administrater-issues-such-an-order-respecting-such
substance—but—such—order—does—not—take—effect—because
objections-werefiled-under-paragraph-(1{C) with-respect-to-it,

the—Administrator—threugh—attorneys—of—the--Envirenmental
Protection-Agency;shallapply-to-the-United-States-District Court for
the-District-of Columbia-or-the-United-States-district-court-for-the
judieial-distriet-in-which-the-manufacturer-or-processor;-as-the-case
may-berof such-substanceis found; resides;ortransactsbusinessfor
an-injunction-to-prohibit-or-limit-the-manufacture,~proeessing,
distribution-in-commeree;-use-or-dispesal-of-such-substance-{or-to
prehibiterlimit-any-combination of such-activities)
——{ii}--H—the-Administrator-issues—a-proposed--order—under
paragraph-(1}{A)-respecting-a-chemieal-substanee but-such-order
dees—not—take—effect-because—objections-have—been—filed-under
paragraph--{1}(C)-with—respeet—to-it—the-Administrater—is—-not
required-to-apply-for-an-injunetion-underclause-(i)-respecting such
substanee-if-the-Administrator-determineson-the-basis-ef-sueh
objections;that the- determinations-under-paragraph-(1}(A) may-not
be-made:
application-under-subparagraph-(A)(D)-for-an-injunction-respecting
a-chemical-substance-shall-issue-such-injunction-if the-court-finds
that—

(i)—the--information-available—to--the—Administrator—is
insufficient-to-permit-a-reasoned-evaluation-of the-health-and
envirenmental-effects-of-a-chemiecal-substanee-with-respect-to
which-netice is-required-by-subsection-{a);-and

@) (D-in-the-absence-of sufficient-information-to-permit-the
Administrator-to-make-such-an-evaluation,-the—manufacture;
processing;-distribution-in-co mmerce;-use;-or-disposal-of-such
substaneerorany eombination-of such-activities; may-presentan
unreasonablerisk-ofinjury-to-health-or-the-environment-or

{H}-sueh-substance-is-or-will-be-produced-in-substantial
quantities;-and-such-substance-either-enters-or-may-reasenably
be--anticipated—to—enter—the —environment—in—substantial
quantities-or-there-isormaybe-significant-or substantialhuman
exposure-to-the-substanee:

——{C}-Rending-the-completion-of-a-preceeding-for-the-issuance-of
an—injunetion—under-subparagraph—(B}-respecting—a--chemieal
substanecethe-court-may;—upon-application-of-the-Administrator
made-threugh-attorneys-of the Environmental-Protection-Ageney,
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issue-a-temporary-restraining-order-or-a-preliminary-injunction-to
prohibit-the manufacture,processing; distribution-in-commerceruse;
or-dispesal -of-such—a-substance (or—any-ecombination—of-suech
activities)-if-the-court-finds-that-the-netification-peried-applicable
under-subsection-(a}-{b}ror{e}to-the- manufacturing-or-processing
ef—suel%substanee—may—expire—beﬁere—sueh—meeeediﬂg—eambe
completed: |

(B} After—the—submlsswn—to—the—Admmst'atopef test—data
sufficient-to-evaluate-the-health-and-environmental-effects—of-a
chemical—-substanee—subject—to—an—injunction—issued—under
subparagraph—(B}—and—the—evaluatien—ef—such—data—by—the
Administrator-the-district court-of the United-States-which-issued
such-injunction-shall,-upen-petition- dissolve-the-injunction-unless
the-Administrator-has-initiated-a-proeeeding-for-the-issuance-of-a
rule—under—section—6{a)—respecting—the—substance—H—such—a
proceeding—has--been-initiated;—sueh—court—shall-eontinue—the
injunction-in-effect until the-effective-date ofthe-rule-promulgated-in
such-preceeding-or—if-such-proceeding-is-terminated-without-the
promulgation-ef-a-rulé;-upon-the-termination-of-the-proceeding;
whiehever oceurs-first

——{f}—PROTEGTION- ~ AGAINST-—-UNREASONABLE— RISKS:—{1}-—1f—the
Administrater-finds-that there is-a-reasonable-basis-to-conclude-that
the—manufactureprocessing—distribution—in—commerce—use—oF

aetivities; pfesentsvr—wxllrpfeseﬂt—an-unreaso nabl&r}sk—ef -injus Ftho'

health or-envirenment-before-a-rule-promulgated-under section-6

can-protect-against-such-risk-the-Administrator-shall-before-the

expiration-of the netificationperiod-applicable- undersubsection(a);

7

{b)ror{e)to-the manufacturing or-processing of sich substanee take
the-action-autherized by paragraph-{Z}-or{3) to-the extent-necessary
to-protectagainstsuch-risk:
——{2)-The-Administrator-may-issue-a-proposed-rule-undersection
6(a}to-apply-to-a-chemical substance with-respect-to-which-a ﬁndmg
was made-underparagraph(1—

(A}-arequirement-limiting-the ameunt-ef-such-substance
whlch—may—be—manufactured-«processed or‘dlsmbuted -iR
commeree;

B}a requ*rement—desenbed—mﬁaragmph(})—(—&)—{fl—) —(5)
(6)ror-(7)-of section-6(a);oF
. {G}—any—eombmaaeﬂ—ef—she—mquwemeﬂ%s—pefeﬁed—to—m
subparagraph-{B)-

Such-a-propesed-rule- shall—beeffectweaipon its-publication-in-the

Federal-Register-Section-6{e}{2}(B}shallapplywith respect to-such

rule:

——{3}(A)-Fhe-Administrator-may—

e}assae—a—pmpeseé—mder—te—preh&bit—%he—mamfam

pfeeesmng~er—dlsmbutmn—m—mmmex:ee—of—a—substan%—wwh
respect-to-which-afinding-was-made-underparagraph-(13;0r
Protection-Agency-to-the-United-States-District-Courtfor-the
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District-of Columbia-or-the-United-States-district-court-for-the
judicial-distrietin-which-the-manufacturer-or-processor-as-the
case-may-be;-of-such-substance,is-found;-resides,or-transacts
business—for—an—injunction—to—prohibit—the—manufdcture;
proeessing;or-distribution-in-commerce-of-such-substance:
A-proposed-oerder—issued-under-clause-{i)-respeeting-a-chemieal
substanceshall-take-effect-on—the-expiration—of-the-notification
period--applicable—under--subsection—{a);—{b};—er—{ec}—to—the
manufacture-orprocessing-ofsuch-substance:
——(B)-1fthe-district—eourt—of-the UnitedStates—to—which—an
application-has-been-made-under-subparagraph-{A}{ii}- finds-that
there—is—a—reasenable—basis—to—conclude—that-the—manufacture;
processing—distribution—in—commerce,—use—or—disposal-ef—the
chemical-substance-with-respect-to-which-such-application-was
made;-or-that-any-combination-ef-such-activities; presents—or-will
present-an-unreasonable-risk-ofinjury-to-health-or-the enviroenment
before-a-rule-promulgated-under-section-6-can-protect-against-such
risk, the-courtshall-issue-an-injunetion-to-prohibit the-manufacture,
processing-or-distribution-in-commerce-of-such-substance-or-to
prohibitany-combination-of such-aetivities:
———{£)-The-provisions-of subparagraphs-(B}-and {€}-ef subsection
(e) (1} shall-apply-with-respeet-to-an-erder-issued-under-clause-{i}-of
subparagraph-{A);—and—the -provisions—of-subparagraph—{C)-of
subsection-{e}(2}-shall-apply-with-respect-to-an-injunction-issued
under-subparagraph-(BJ:
e { D} —the—Administrator—issues—an—order—pursuant—to
subparagraph-(A){i)respecting-a-chemicalsubstanece and-ebjections
are-filed in-accordance with-subsection-() (1}{C); the-Administrator
shall seek-aninjunction-undersubparagraph-{A}{i)-respecting such
substance unless-the- Administrator determines;onthe basisefsuch
objections;-that-such-substance-does-not-or—will-net-present-an
- unreasonablerisk-ofinjury-to-health-or the environment. -
——{8}—STATEMENT - 0F—REASONS—FOR—NoT—TaKkiNG—AcTion—If—the
Administrator-has-net-initiated-any-action—-under-this-section-or
section-6-or—7-to—prohibit-orlimit-the-manufactureprocessing
distribution-in-commeree;-use;-or-disposal-of-achemical substance; -
with-respect-to-which-notification-or-data-is required-by-subsection
(a}(1)(B)-or—(b) before-the-expiration—of -thenotification—period
applicable-te-the-manufacturing-erproeessing-efsuch-substanee;the
Administrater-shall-publish-a-statement-of-the--Administrator’s
reasons—for-potinitiating-such-action—Such-a-statement-shall-be
published-in-the -Federal-Register-before-the—expiration-of-such
period—Publication—of-such--statement—in—accordance-with—the
preeeding-sentence-is-net-a-prerequisite-to-the-manufacturingoF
processing-of the substanee-with-respect-to-which-the statement-is
to-be-published:

{g) Exempmions.—(1) The Administrator may, upon application,
exempt any person from any requirement of subsection {a}-es(b) to

10
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permit such person to manufacture orprocess a chemical substance
for test marketing purposes—

(AY upon a showing by such person satisfactory to the
Administrator that the manufacture, processing, distribution in
commerce, use, and disposal of such substance, and that any
combination of such activities, for such purposes will not
present any unreasonable risk of injury to' health or the

factors, and
(B) under such restrictions as the Administrator considers
appropriate.
(Z}A)-The-Administrator-may-upon-application—exempt-any
personfromthe requirementof subsection{b){2) to submit datafor
a-ehemical-substance-f-upon-receipt-of-an-application-under-the
preceding-sentencerthe-Administrater-determines-that—
(i)}-the-chemieal-substance-with-respect-to-which-such-applieation
was-submitted-is-equivalent to-a-chemiecal-substance-for-which-data
has-been-submitted-te-the-Administrator-asrequired-by-subsection
(b}(Z}rand
{it)-submission-of-data-by-the-applicant-on-such-substance-would-be
duplieative-of data-which-has-been-submitted-te-the Administrator
in-accordance-with-such-subsection; ’
the-Administrater-shall-exempt-the-applicant-froem-the Fequirement
granted-under-this subparagraph with-respect-to-the-submission-of
data-fora- ehem:ealsubstanc—e—may—take—effec{-befer&th&begmmng
of the reimbursementperiod-applicable-te-such-data:
" e (B}~-If—the--Ad ministrater—exempts-—any—persen—under
s&bpafagraph—(k)—ﬁcemubmm)g—dac&mqmmd—unéeﬁsubseeaen
ecause—of the—existence—of
previouslhy-submitted-data-and-if such-exemption-isgranted-during
the-reimbursement period-for such-data;-then-{unless-such-person
and-the-persens-referred-to-in—clauses—{i}and-(i)—agree-on-the
amount-and-method-of-reimbursement)-the--Administrator-shall
order—the- persen—granted-the—exemption—to—provide—-fair—and
equitable reimbursement {in-anamount-determined-underrules-of
the-Administrator}—
(i}-te-the person-whe-previeusly-submitted-the data-en-whieh-the
exemption-was-based;,-fora-portion-of-the-costs-incurred-by-such
persen-in-complying-with- th&requiFement—under—subsec-ta'on{b)—(»l)
to-submit-such-data,and
9:)—t0~aﬂy—other—perseﬂ~whe—has—been—seqmped—under—thls
subparagraph-te-contribute-with-respect-te-such-costs; for-a-portion
ef the-amountsuch person-wasrequired-to-contribute:
In-promulgating-rules-{or-the-determination-of-fair-and-equitable
reimbursement-te-the-persons-deseribed-in-clauses-(i)-and-{ii}-for
costs—incurred—with—respeet—to—a—chemical—substance;,—the
Administrator—shall;-after-consultation-with-the-Attorney-General
and-the

-Federal-Trade-Commission-consider-all relevant factorsrincluding
the-effect-on-the-competitive-positon-of-the-persen-required-to

1"
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previde-reimbursement-inrelation-to-the-persons-to-be-reimbursed
and-the-share-of-the-market—for—-such-substance-of-the—person
required-to-provide-reimbursement-in-relation-to-the share-ef such
market-of-the-persons-to-be-reimbursed—For-purposes-ofjudieial
review;an-order-under-this-subparagraph-shall-be-eonsidered-final
agency-action:

——{€)-Forpurposes-of-this-paragraph;-the reimmbursement-period
for-any--previeusly-submitted-data-for-a-chemieal-substanee-is-a
peried—

{i}-beginning-on-the-date-of the-termination-of-the-prohibition;
imposed-under-this-section;-on-the-manufacture-or-precessing-of
such—substanee—by the-persen—whe-submitted—sueh-data—to—the
Administrater-and

(i }-eRliRg—
——{4)#%;e—year&aftemhedate%efeﬁ—‘ed—to—melause{})—os .
---------- {1)--at-the-expiration- of-a-period-which-begins-on-the-date
referred-to—-in-elause-{i}—and-is—-equal-to-the-peried-which-the
Administrator-determines-was-necessary-to-develop-such-data;

---- —whicheveris-later. ’

(23) The requirements of subsections (a}-and-(b) do not apply
with respect to the manufacturing or processing of any chemical
substance which is manufactured or processed, or proposed to be
manufactured or processed, only in small quantities (as defined by
the Administrator by rule) solely for purposes of—

(A) scientific experimentation or analysis, or
(B) chemical research on, or analysis of such substance or
another substance, including such research or analysis for the
development of a product,
if all persons engaged in such experimentation, research, or analysis
for a manufacturer or processor are notified (in such form and
manner as the Administrator may prescribe) of any risk to health
which the manufacturer, processor, or the Administrator has reason
to believe may be associated with such chemical substance.

(34) The Administrator may, upon application and by rule,
exempt the manufacturer of any new chemical substance from all or
part of the reqmrements of this section.if the Administrator
determines, without ja con51derat10n of costs and other non-risk

use, or disposal of such chemical substance, or that any combination
of such activities, _will not present an unreasonable risk of i m)ury to
health or the environment, in ynat
potentially exposed or susceptible popu atlon en;n ie by the
Administrator.-A-rule-premulgated-under-this-paragraph-(and-any
substantive—amendment—to,—or—repeal-of—such-a—rule}—shall-be
promulgated-in-accordanee-with-paragraphs-{2}-and-(3}-of-section
6(c):

(45) The Administrator may, upon application, make the
requirements of subsections (a}and(b) inapplicable with respect to
the manufacturing or processing of any chemical substance (A)
which exists temporarily as a result of a chemical reaction in the
manufacturing or processing of a mixture or another chemical

12
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substance, and (B) to which there is no, and will not be, human or
environmental exposure.

(56) Immediately upon receipt of an apphcatxon under
paragraph (1) or (4)(5} the Administrator shall publish in the
Federal Register notice of the receipt of such application. The
Administrator shall give interested persons an opportunity to
comment upon any such application and shall, within 45 days of its
receipt, either approve or deny the application. The Administrator
shall publish in the Federal Register notice of the approval or denial
of such an application.

(i}—-DEmmiON—FeF—pﬂfpeses—ef—this—seeﬁen——dae—tepms
maniacture'~and “process’-mean manufaempmgeppveeessmg for

cemmereml -purpeses:
[15U.S.C. 2604 ]
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Tillez, Loreto ‘ . ‘ _ | o .

From: Kaiser, Sven-Erik

Sent: Monday, February 29, 2016 6:01 PM

To: ' 'Freedhoff, Michal (Markey)'

Subject: Sen. Markey TSCA TA - section 5 restrictions and inclusions
Attachments: : Markey.TSCA TA.Section 5 Restrictions and Inclusions.docx
Michal,

The attached technlcal asslstance responds to your request on sectlon 5 restrictions and inclusions.

The technical assistance is intended for use only by the requester. The technical assistance does not
necessarily represent the policy positions of the agency and the administration on the bill, the draft language
- and the comments. Please let me know if any additional questions. Thanks

Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations

1200 Pennsylvania Ave., NW (1305A) . y
Washington, DC 20460 | '
202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal_Freedhoff@markey.senate.gov]
Sent: Tuesday, February 23, 2016 5:51 PM

To: Kaiser, Sven-Erik

Subject: RE: Sen. Markey TSCA TA - redrafted section 5

For starters:

On the question of restrictions under section 5 —there is a desire by some to maintain the existing 697 list of restrictions
rather than cross-referencing the 6(a) list, which as you point out is itself also more narrow than current authority.-Can
you point to times EPA has taken action related to a new chemical that it would not be able to take under S 697 as
reported? What about under the 6(a)list?

michal

Michal Ilana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742
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SEC. 5. NEW CHEMICALS AND SIGNIFICANT NEW
USES.MANUFAGTURING-AND-PROCESSING NOTICES.

'(aLDEFleON—For DurDOSes of _this section. the terms

and subsectlon (hg), no person may—

(A) manufacture a new chemical substance on or after the
30th day after the date on which the Administrator first
publishes the list required by section 8(b), or

(B) manufacture or process any chemical substance for a
use which the Administrator has determined, in accordance
with paragraph (2), is a significant new use,

unless such person submits to the Administrator, at least 90 days
before such manufacture or processing, a notice, in accordance with
subsection [c}{d}, of such person’s intention to manufacture or
process such substance—and—such—person—complies—with—any
applicable requirementofsubsection{h).

(2) A.determination by the Administrator that a use of a
chemical substance is a significant new use with respect to which
notification is required under paragraph (1) shall be made by a rule
promulgated after a consideration ofall relevant factors, including—

(A) the projected volume of manufacturing and processing
of a chemical substance,

(B) the extent to which a use changes the type or form of
exposure of human beings or the environment to a chemical
substance,

(C) the extent to which a use increases the magnitude and
duration of exposure of human beings or the environment to a
chemical substance, and ’

(D) the reasonably anticipated manner and methods of
manufacturing, processing, distribution in commerce, and
disposal of a chemical substance.

l3) 'ARTICLE CONSIDERATION—The Admmistrator may

prgcessmg of a chemlc |.substance as part of an article or category,
of articles under paragraph (1)(B) if the Administrator makes an
affirmative finding in a rule under paragraph (2] that the reasonable
potential for exposure to the chemical substance through the article
or category of articles subject to the rule warrants notification.

[A) the information required by se glons 720,45 and 720.50
of. title 40, Code of Federal Regulations (or successor
regulations); and

,,,,,,,, [ Commented [A1]: EPA: “The had been deleted from the ]

senate draft.
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{B) all known or reasonably ascertainable information
regarding _conditions of use and_reasonably anticipated

(2) Subject to section 14, at the beginning of each month, the
Administrator shall publish in the Federal Register—

Administrator determines that more specific information_is
required in the public interest, each chemical substance for
which notice has been received under subsection (b), along with
the conditions ofluse for each such substance, and for which the

notification period prescribed by subsection (b) or (d)hasnot
expired; and

~——{b}-SuBMIssioN-OF TEST-DATA—(1)(A)-1f-(i}-a-personisrequired-by
subsection—(a}{1)-to-submit-a-notice-to-the-Administrater-before
beginning-the-manufacture-or-processing-of-a-chemieal-substance,
and-{ii)-sueh--person-is—-required--to—submit-test-data-for-such
substanee pursuantto-arulepromulgatedundersection4-before the
submission--of-sueh--notice;-such--person—shall- submit-to--the
Administrator-sueh-data-in-accordanee-with-sueh-rule-at-the-time
netice-is-submitted-in-accordance-with-subseetion-{a}{1)}
o (B)1f—
{i)-a-person-is-required-by-subsection-{a}{1}-to-submit-a
notice-to-the-Administrator-and

section4{c} from the requirements-ofarule-promulgated-under

section-4-before-the submission-ofsuchnetice;
sueh-person-may-net-before-the-expiration-of-the 90-day-peried
whieh-begins-on-the date-of the-submission-in-accordance-with-such
rule-ofthe-test-data-thesubmission-or-developmentefwhich-wasthe
basis-for-the-exemption;- manufacture-such-substance-if such-persen
is-subject-to-subsection-(a}(1}{A}-or-manufacture-or-process-such
substance—for-a-significant-new—use-if-the-person-is-subject-to
subsection-(a)(1)(B):
E2)AHfFaperson—

{i)-is required-by-subseetion-(a}(1}-to-submita-notice to-the
Administrator-before-beginning-the-manufacture-or-processing
of-a-chemieal substanee-listed-under-paragraph-(4}-and

@{i)Hs-not-required-by-a-rule-promulgated-undersection4
before-the-submission-ofsuch-notice to-submittestdataforsueh
substance;

sueh-persen-shall-submit-to-the-Administrator-data-preseribed-by
subparagraph-(B)-atthe time-notice-is-submitted-in-aceordance-with
subseetion-(a){1}: :
——{B}-Data-submitted-pursuantte-subparagraph-{4}-shall-be-data
which-the-person-submitting-the-data-believes show-that—

@Hn-the case-ofasubstance with-respectto-which-notice-is
required—under—subsection—{a)}(1){A)—the—manufacture;

_....-—-{ Commented [A3]: EPA: Add “identified in the notice™?

-------1 Commented [A4]: EFA: Probably makes more sense to
substitute “the review period prescribed by subsection (d)",
since it's the review pericd, not the notification period, that
seems to govem completion of review.

-7"~{ Commented [A5]: EPA: Again, review period would
»probably be betler. ’
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processing;-distribution-in-commeree;-use;-and-disposal-of-the

chemical-substance-or-any-combinration-of such-activities-will

not-present-an-unreasenablerisk-of-injury-to-health-er-the

enviropment,oF '

it} inthecase of achemical-substance- with-respectto-which

netice—is-required-under—subseetion{a)(1}{B),—the-intended

significant-new-use-of the chemical-substance will-not-present
: an-unreasenableriskefinjury-te-health-orthe-environment
——{3)-Data-submitted-under-paragraph-{1}-or-(2) shall-be-made
available,subject—to—section-14,for—examination—by—interested
persons: ] ]
current-a-list-of chemical-substances-with-respect-to—which-the
Administrator-finds-that-the-manufacture, processing-distribution
in-commerece;-use;-or-disposal-or-any-combination-of such-activities;
presents-or-may-present-an-unreasenable risk-of injury-to-health-or
the-environment:
——(ii}-ln-making-a-finding-under-elause-{i}- that the -manufacture;
processing;-distribution-in-commerce;use, or-disposal-ofa-chemical
substanee-or-any-combination-ofsuch-activities—presents-or-may
present-an-unreasonable risk-ofinjury to-health-ortheenvirenment;
the-Administrator-shall-consider-all-relevant-factors;ineluding—

{B-the-effects-of the-chemical-substance-on-health-and-the

magnitudeeﬁh&mmexpesure{eﬂeh—&ubstaﬂee—and

enwronmenband—the—magmtude—ef envnrenmental—exposure{e

such-substance:
——-(B)-The—Administrator—shall—in—preseribing--a—rule--under
subparagraph-(A)}which-lists-any chemical substance identifir these
uses,-if-any;-which-the-Administratordetermines, by rule-under
subsection-{a}(2),-weuld-constitute-a-significant-new-use-of-such
stbstanee:
——(6)-Any—rule-under—subparagraph-{A)—and—any—substantive
amendmentor-repeal-of such-a-rule;shall-be-promulgated-pursuant
to-the-proceduresspecified-in-section-553-of title- 5,-United-States
Code;except that-(i} the-Administrator shall give-interested-persons
an--opportunity--for--the—oral-presentation-of—data—views—or
arguments—in—addition—to—an—oppertunity —te—make —written
submissiens; {ii}-a-transeriptshall- be kept ofany-oral-presentation;
and-(iii} the-Administrator-shall-make-and-publish-with-the-rule-the
finding-deseribed-in-subparagraph-{A}
——(€}-EXTENSION OF NOTICE PERIOD—The-Administratormay-for goed
cause-extend-for-additional-periods-(net-to-exceed-in-the-aggregate
90-days)-the-period,—prescribed-by subsection-(a}-or—{b)-before
which-the-manufaeturingor-processing-of-a-chemical-substanee
subjeet-te-such-subsection-may-begin-Subjeet-te-section-14;-such-an
extension-and-thereasons-thereforshall bepublished-inthe Federal
Register-and-shall-constitute-a-final- ageney-action-subject to-judicial
review:

(d) Review ofNotice—

} ‘,..{commented [A6]; All streamlining
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{1} INITIAL REVIEW.—
(A) IN GENERAL.—Subject to suboaragranh fB] not later

subsection (b], the Administrator shall, following a review ofthe
notice _and any_ relevant mformatmn about the chemical

..{ Commented [A7): EPA: Should be reasonably available"? |

ing information
bout the potentxal for. exposure to humans and th

er_lmn_nvent *and any .relev nt mformatlon identified .-| Commented [A8): EPA: This is redundant, since this this
h 2 .~ | information in the “notice”, which is already referenced above.

Commented [A9]: EPA: In-response to the specificTA
/| request of 12:09pm, February 23, about reviewability in court:

the Admxmstrator may extend the penod degcnbgd ; The determinati {omeet the Bennet v. Spear test f

) (A) : ; e determination seems o meet the Bennet v. Spear test for
sub aragra h{A) for good cause for 1 or more p___,l___erlods the total /| afinal agency action. it marks the culmination of a decision-
of which shall not be more than 90 days. . i making process established under §-5(d)(2) and legal

consequences flow from the decision. This would be
reviewable in court under the APA, 'subject to a 6-year statute
of fimitations. It is not covered under TSCA Section.19
{Judicial Review) but the main effect of that fact is to send

the Admxmstrator shall-— % judicial review to a U.S. District Court under the 6-year fimit,
kN not the Courts of Appeals under the TSCA GO-day fimit.
A) determine, without a consideration of costs or other non-risk fa_gjors W
that the chemical substance or significant new use may, presen W\
""""" & : ; m %D Lan \ | Commented [Alo] Another option for rewew and
unreasonable risk of injury to health or the environment under the .. | discussion
conditions of use to the generdl population or to a potentially exposed - == = -
or susceptible population identified by the Administrator, in which case Commented [A11]: EPA: Itis confusing to say that EPA's
. S A \ determination is subject to the preemption provisions.
the Administrator shall take applicable action under paragraph (3); \ | Presumably the intent is o say something about the effects of

% | an EPA determination (and even that would be confusmg and

{B) determine that manufacture of the chemical substance or % | unnecessary). |

manufaciure and processing of the chemical substance for the : Y = -
significant new use may commence, notwithstanding any remaining Commented [A12]: EPA:'Note that, while EPA does not . -
; icable neriod f ; d bsection (b)(1): view this as a very high bar, there is some caselaw indicating
portion of the applicable period for review under subsection or that the standard requires-EPA to find an overlap between
. s Ievels of concem and actual exposure.
(Q) determine that additional information is necessary in order ) Soml_nentvt\%ﬁh[A}?-ll- ]?sa/i\: Th'tsh f:omallr;sl nods:ar;garc::fm the
: \ ecision. Without clarification, this could lead to litigation
to make a determination under subparag raph (A) or (B), in which about whether or not a (d)(2)(B) determination impliedly
case the Administrator— M requires showing that a (d)(2)(A) determination is impossible.

(i) shall provide an opportunity for the submitter of the %, | ifthatis the intended objective, you could say something like’

notice to submit the information, Y “determinies that there is no [reasonable7] ba5|s to determlne

period for a reasonable amount of time by agreement with the that the chemical substance may present, . .
Commented [A14]: EPA:

submiitter to_allow the development and submission of the
1.Nothing prevents manufacture in the meantime for these

information;
TN . : ' chemicals. Is that intentiona!? If the data comes back 2
) (ii) may promulgate a rule, enter mlo a consent agreement, years later showing that the chemical may present an
or issue an order under section 4 to require the development of unreasonable risk, it does not appear that a detemination
i formallon and under (2)(A) or a restriction under (3) would be timely. Both
provisions seem to assume that action is occuiring within

the ordinary review period of 90-180 days.

2.n line with the comment above as to the “may present”
standard, “(C)” may indicate that EPA needs a fairly
substantial amount of information to make the “may
present” finding in “(A)". Under current TSCA, EPA can

(3) RESTRICTIONS.— make the “may present” finding for new chemicals only
{A) DETERMINATION BY THE ADMINISTRATOR.— where “information avaifable to the Administrator is
(i) IN GENERAL.—If the Administrator makes a . Insufficient to permit a reasoned evaluation of the health- ’
determination under paragraph (2)(A) with respect to a* and environmental effects” of the chemical substance. In
N . \ - contrast, the drafting here suggests that lack of information
notice submitted under subsection (b) — " would be a reason not to make a “may present” finding,
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the Administrator. before the end of the
applicable period for review under paragraph (1) and
by consent agreement or gorder, shall prohibit or

otherwise Testr ict the manufacture, processing, Luse

distribution in cgmmmegrgrgpgeaas_appl_mguejpf e Commenited [A15]: EPA; sttnbutlon in commerce and use
the chemlcal subs nce, or of the chemical ubstanc are reversed form usual order. . ;

]

..... --{ Commented [A16]: EPA: Should be ‘s’

-{ Commented [A17]; EPA:'Not part of the (2)(A) standard

_substance or_ sl gmﬁcan new us resent an but may be as good a formulation as any.

unreasonable risk of injury to health or the

1 Commented [Alﬁ] EPA: Note that this bars any person

chemlcal substance, or manufacture or processing of .. (not just the submitter) from activity that would be incorisistent
T o ’ with the order or agreement., In contrast, under TSCA'

. the chemical substance for. a significant new use, exce t cirrently, a section (e) order-restricts only the recipient. The
in_compliance with_the restrictions specified in the bill formudation calls into question the need for EPA to”
consent agreement or ororder. considering issuing'a SNUR, as wolild be required by

subparagraph (B), since the | purpose of a SNUR foHowmg a:
L 5 "B(e) order is typically to apply the terms of the order to
(B) REOUlREMENTS.—Net later than 90 days after issuing | Persons who are not parties to the order.. This is an issue
a_consent agreement or order under subparagraph (A), the ", | with the current Senate bill drafting that we had not prcked up
Administrator_shall consider whether to promulgate a rule », [ on before. J
pursuant to subsection (b)(2) that identifies as a significant new f Commented [A19] EPA: such &7 would be'better j

use any manufacturing, processing, use. distribution in
commerce, or disposal of the chemical substance that does not
conform to the restrictions imnosed by the consent agreement

pubhsh a §ta ment descrlbmg the reasonsh e ( Commented [A20]: EPA: Should be*6F?

for not initiating such a rulemaking.

C) INCLUSION %.—A rohibition or other restrlctlon underm o

—...--——1 Commented [A21]: x-ref as dlscussed but note that EPA
says it doesn't need any list at all.

}

e Commented [A22]: EPA: Note that the current 6(a) llst is
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(D) - PERSISTENT AND BIOACCUMQLATIVE

determmes w1th respect to ersrstence an bro ccu ulato_n.
scores high for 1 and either high or moderate for_the other
uhh ..... hd bﬂyﬁﬁwnAdmlhlstratormm }Sehruar—y_.-ial_i—_( [bv
successor Methods Documentl, the Administrator shall, i

Admlmstrator determines are sufficient to ensure that there is
no longer a reasor;able basi f i

....—---1-Commented [A23): EPA: “Reasonable basis” is not in the
“standard (but.again miy not be a bad formulation). '
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(E) WORKPLACE EXPOSURES.—To the extent practicable,
the Administrator shall consult with the Assistant Secretary of
Labor for Occupational Safety and Health prior to adopting any
prohibition or other restriction under this subsection to address
workplace exposures.

(F) DEFINITION OF REQUIREMENT.—For purposes of this
Act, the term ‘reg uhjement' as used in this section does not

displace common i aw.,

(e] Notice of Commencement.—

(1) IN GENERAL.—Not later than 30 days after the date on
which a manufacturer that has submitted a notice under subsection
(b) commences nonexempt commercial manufacture of a chemical
substance, the manufacturer shall submit to the Administrator a
notice of commencement that identifies—

(A) the name of the manufacturer; and
B) the initia] date of nonexempt commercial manufacture.

(2) WITHDRAWAL.—A manufacturer or processor that has
submitted a_notice under subsection {b), but that has not
commenced nonexempt commercial manufacture or processing of
the chemical substance, may withdraw the notice,

(f) Further evaluation.—The Adminjstrator may review a chemical
substance for which a notice of commencement has been submitted
at any time, consistent with Section 6._.

{d)-CoNTENT-OF NOTICE-PUBLICATIONS-IN-THE-FEDERAL-REGISTER—{1}-The
neticerequired-bysubsection{a)-shall-include—
(A)-insefar-as-known to-the person-submitting the-netice-or
insofar-asreasonablyascertainable-the-information-described
in—subparagraphs-{A)—(B},- (€)—(D)}—(B)i—and—{G}-ofsection
8{a){2)-and
{B)-in-such—form-and-manneras-the-Administrator-may
preseribe—any-test-data-in—the-possession—or-centrol-of-the
person-giving-such-notice-which-are-related to-the-effect-of-any
manufacture;—processing—distribution—in-commerce,—use,—or
dispesal—-of-such—substance—or—any--article—containing-—such
substance;yorof-any-eombinatien-of such-activities; on-health-or
the-environment;and
{6)—a--deseription—of —any—other--data—concerning—the
envirenmental-and-health-effects-of such-substance;-insofar-as
knewn-to-the-person-making-the netice or insofar-as-reasonably
aseertainable:
Such-a-notice-shall-be-made-available;-subject-te-section-14;-for
examinadon-byinterested-persons.
——{2)-Subject-to-seetion-14;-not-later-than-five-days-{exeluding
Saturdays-Sundays-and-legal-helidays)-after-the-date-of the-receipt
of anetice-undersubsection-(a} or-of data-under-subsection-{b};the
Administratorshall-publish-in-the Federal Register-a-notice-which—

Commented [A26]: EPA: Makes no sense — how would a
term displace common law? And the section generally uses
“restriction” not “requirement” anyway.
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{Al-identifies-the-chemical-substance-for-which-notice-or
data-has-beenreceived;

{B)-lists-the-uses-er-intended-uses-of such-substanee;and
—————{C}-in-the-case-of thereceipt-of data-under subsection
{b)—deseribes—the—nature-of—the-tests—performed-on—such
substance—and-any-data-which—was—developed—pursuant—te
subsection-(b}-ora-rule-undersection4- .

A-notice-under-this-paragraph-respecting-a-chemieal-substaneceshall

identify—the—chemicalsubstance—by—generic—class—unless—the

Adm*mstrater—dete;mnes—shat—me;e—spee&ﬁe—adenaﬁcat}enqs

required-in-the-public-interest:

——{3}-At-the beginning-of each-month-the-Administrater shall

publish-a-listin-the Federal-Register of-{A}-each-chemical-substance

for-which-notice-has-been—received-under-subsection-{a}-and-for
which the-notification-period prescribed-by-subsection{a}-(b);or (¢}
has-not-expired;-and-(B}-each-chemical-substance for-which-sueh
notification-period-has—expired-since-thelast-publication-in-the

Federal-Register of suehlist:

—~—{€J}-REGULATION-PENDING- DEVELOPMENT OF INFORMATION:—

A the-Admihistrator-determines-that—

{i}—the—informatien—available—to—the—Administrator—is
insufficient-to-permit-a-reasoned-evaluation-ef-the-health-and
environmental-effects-of-a-chemical-substanee-with-respect-to
which-netice-isrequired-by-subsection-{a);-and

(i) (-in the-absence-of sufficient-information-to-permit-the
Administrator—te-make-such-an-evaluation;-the-manufacture;
processing-distribution-in-commerece-use,or-disposal-of such
substanceror-any combination-of such-activities;may present-an
such-substance-is-or will be-produced-in-substantial-quantities;
and—such—substance—either—enters—or—may-reasonably—be
anticipated-to-enter-the-environment-in-substantial-quantities
or-there-is-or-may-be-significanter substantial-human-exposure
to-the-substance;the- Administratormay-issue-a proposed-order;
to—take--effect—on—the—expiration- ofthe netification—period
applicable-to the-manufacturing or proeessing of such-substance
under--subsection—(a),—{b)—or—(€);-to—prohibit—er-limit—the
manufacture,processing,-distribution-—in—commerce—use,—or
dispesal—ef—such—substance—or—to—prohibit—o r—lﬂmt—any
eombination-ofsuch-activities:

———{B}A-preposed-erdermaynetbeissued-undersubparagraph

fA)respectingachemicalsubstanee-(i} later than 45 days-before-the

expiration-of-the notification-period-applicable-to-the-manufacture
er-processingef such-substance-undersubseetion(a)-(b)-or{c)and

Gi)-unless-the-Administratorhas;-on-er-before-the-issuance-of the

proeposed-—order—notified,—in—writing—each—manufacturer—or

proeessor,—as—th

determination-which-u nder-hes—sueh—erder

——{C}Ifamanufacturer or processorefa-chemical substance-te-be

subject-te—a-preposed-order-issued-under—subparagraph{A)}files

with-the-Administrator-(withinthe 30-day-peried-beginning-on-the
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date-such-manufacturer-or-processorreceived-the-netice-required
by-subparagraph-(B)(ii)) objections-specifyring-with-particularity-the
provisions—of-the -order—deemed-—objectionable—and -stating—the
grounds therefor; the proposed-ordershall-not-take effect:

......... {2)(A}(i)-Except-as-provided-in-elause-(ii);-if with-respect-to-a
chemieal-substance-with-respect—to-which-notice-is—required-by
subsection—{a),—the —Administrator —makes—the—determination
deseribed-in-paragraph-{3)(AY-and-if—

{)-the-Administrator does notissue a-propesed-orderunder
paragraph{1)respecting-such-substanece,or

(H)-the-Administrator-issues such-an-erder-respecting-such
substance—but-such—order—does—not—take—effect—because
objections-werefiled-underparagraph-(1){C) with-respectto-it;

the —Administrator—through—atterneys—ef—the—Environmental
Protection-Agencyrshall-apply-to-the United-States Distriet- Court-for
the-Distriet-of €olumbia-er-the-United-States-district-eourt-for-the
judieial-distriet-in-which-the-manufacturer-or-processor-as-the-case
may berefsuchsubstance-isfound;resides ortransacts businessfor
an-injunetion-to-prohibit-or-limit-the-manufacture~proeessing;
distribution-in-commeree;-user-or-disposal-ef such-substance-{or-to
prehibiterlimit-any-combination-efsuch-activides):
weo{if)-1f—the--Administrator--issues—a--proposed--order—under
paragraph-(1){A)-respecting-a-chemieal-substance-but-such-order
does—not—take—effectbecause—objections-have—been—filed—under
paragraph—{1){G)—with—respect—-to-it—the--Administrator—is-not
required-to-apply-for-an-injunetion-under-clause-(i}-respeeting-such
substance-if-the Administrator-determines,on-thebasis-of such
objections; thatthe determinations-under paragraph-(-1){A)-may-not
be-made:
—EB}—A—d*stHet—ceaFt—eHhe—Umted%mes—M*eh—Feeewes—an
application-under-subparagraph-(A)(i}-fer an-injunction-respeeting
a-chemical-substance-shall-issue-such-injunetion-if-the-courtfinds
that—

{i)—the-information-available—to-the-Administrator--is
insufficient-to-permit-a reasoned-evaluation-of the-health-and
environmental-effects-of-a-chemical-substanee-with-respect-to

“which-notice is-required-by subsection-{a);-and

{iij(1}-in-the-absence-of sufficient-informationto-permit-rthe
Administrater—to-make-sueh-an-evaluation,-the-manufacture;
proeessing-distribution-in-commeree;-use;-or-disposal-of sueh
substanceror-any combination-of such-activities;may-presentan
unreasenablerisk-of-injury-to-health-or-the- environmentor

(11)-such-substance-is-or-will-be-produced-in-substantial
quantities; and-suchsubstanece eitherenters-or-may-reasonably
be—anticipated—to—enter—the—environment—in—substantial
quantities or-there-is-or-may-be-significantor-substantial human
exposure-to-the-substance:

——{G)-Pending the- complet+9m)f—a~pmceed-}ng for—th&;ssuaaee—ef
an—injunetion- under»sabpamgraph—{B)-—rerpect:mg— -a~chemical
substanee;-the-court-may,—upon—application-of the-Administrater
made-through-attorneys-of-the Environmental-Protection-Ageney;
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issue-a-temporary-restraining-order-or-a-preliminary-injunction-to
prohibitthe- manufacture;processing-distribution-incommeree; use;
er—dispesal-of-such—a—substance—{or-any—combination—of-such
activities}-if-the-court-finds-that the netification-period-applicable
under-subseetion{a);-(b}-o+-{c}-to-the manufacturing erproeessing
of such—substance—may—expire—before—such—proceeding-can—be
completed: -
——A{D}-After-the—submission—te-the-Administrater-of-test-data
sufficientto-evaluate—the-health-and-environmental-effects-of-a
chemieal—substance—subject—to—an—injunction—issued—under
subparagraph—-(B}—and—the--evaluation—of—sueh—data—by—the
Administrator-the-district-court-of the United-States-which-issued
sueh—ihjunwen»shail,—upen—petmenrdisselve—theqn}uneaen—mﬂe% :
the-Administrator-has-initiated-a-proceedingfor-the-issuance-of-a
rule—under—section—6(a)—respecting—the—-substance—lf-such—a
proceeding—has-been--initiated,—such--court—shall-continue—the
injunction-in-effectuntil the effective date of the rule promulgated-in
such-proceeding-or-if-such-proceeding-is-terminated-without-the
premulgation-of-a-rule;-upon-the-termination-of- the-—proceedmg,
whichevereoceursfirst:

——}—PROTECTION -—AGAINST-—UNREASONABLE— Risks:—({1)}—If—the
Administrator-finds-that-there-is-a-reasonable basis-to-conelude-that
the-manufacture,—processing—distribution-in-commerce—use,—or
disposal-of-a-chemical substanee-with-respect to-whieh-netice-is
required-by--subsection—{a);—er—that—any-combination—ef—such
activities,presents-or-will-present-an-unreasonable risk-of-injury-to
health-or-environment-before-a-rule-promulgated-undersection-6
€an- protect against- such risk;-the-Administrator-shall;-befere-the

t-heaetaonauehemzeébyparagrap#r{%or—(—@&&&eextent—nemsary

to-protect-againstsuchrisk: -
——(2)-The- Administrator-may-issue-a-propoesed-rule-under-section
6(a)-to-apply-to-achemical substance with-respeet-to-which-a-finding
was-made underparagraph- (1) —
(A)-a-requirementlimiting-the-amount-of such-substance
which--may-be-manufactured;—processed,—or-distributed--in
commerce;
GB)—a-Feq&xFemen{-desmbed—m'paragFaph 23563355
{6)ror-{7)-of section-6{a);or
«© bination-of the requirements-referred- to-in
subparagraph-{B):
Sueh-a-proposed-rule-shall-be-effective-upon-its-publication-in-the
Federal Register-Section-6(d) (2}{B}shall-apply-with respect-to-such
rule:
—-(3}¢A)-The-Administrator-may—
{i}-issue-a—propesed-order—to-prohibit-the-manufacture;
processing-or-distribution-in-commerce-of-a-substance-with
respect-to-which-a-finding- was-made underparagraph-(1};0r
(i)} —apply—through—atterneys—of--the—Envirenmental
Protection-Agency-to-the United-States-District-Court-for-the
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District-of Columbia-orthe-United-States-district-court-for-the
judicial distriet-in-which-the-manufaeturer-or-proeesser-as-the
case-may-be-of such-substanece;-is-found,resides;-or-transaets
business—fer—an—injunction—to—prohibit—the—manufacture;
processing-or-distribution-incommerce of such-substance.
A-prepesed-oerder—issued-under—elause-{i)}-respecting-a—chemieal
substance-shall-take—effect-on-the-expiration—of-the netification
period—applicable—under—subseection—{a};—(b),—or—{c}—to—the
manufacture-or processingof such-substanee:
———{B)-Hf-the—district-court-of-the-United-States—to—which—an
application-has-been-made-under-subparagraph-(Aj{ii)-finds-that
processing—distribution—in—commerce,—use,—or—disposal-of-the
chemical-substanee-with-respect-to-which-such-application-was
madeor-that-any-combination-ef such-aetivities presentser-will
present-an-unreasenable-risk-of-injury to-health-or the-environment
before-a-rule-promulgated-under-seetion-6-can-protect-against-such
risk;thecourtshall-issue-an-injunctionto-prohibit-the manufacture;,
processing-or-distribution-in-commerce-of-such-substance-or-to
prehibitany-combination-efsuch-aetivities:
——{£)-The-provisiens-ef subparagraphs{B)-and-(C}-of subsection
(e)(1)-shall applywith-respect-to-an orderissued-under clause-(i}-of
subparagraph—{A);—and-—the—provisions—of-subparagraph—{G)-ef
subseetion-{e}(2}-shall-apply-with-respect-to-an-injunction-issued
under-subparagraph-(BJ: ' .
w—{D}—1f—the —Administrator—issues—an—order—pursuant-—to
subparagraph-{A}(i)-respecting-a-chemical-substance-and-objections
are-filed-in-accordance-with-subsection-(){1)(C);the-Administrator
shall seek-an-injunction-under-subparagraph-(A)(ii} respecting such
substance-unless-the Administrater determines;onthe basisof such
objections,-that-sueh-substance-does-not-er—will-net-present-an
unreasonable-riskofinjury-to-health-or the-environment
—— (&) STATEMENT—0F—REASONS—FOR—NOT—TakiNG - AcTion—If—the
Administrator-has-net-initinted-any-action- under-this-section-or
section-6-or—7-to-prohibit-erlimit-the-manufacture-processing
distribution-in-commeree-ise-or-disposal-of-a-chemieal-substance,
with-respectto-which-notification-or-data-is-required-by-subsection
@} B)-er(b}-before-the—expiration-of-the-notification—period
applicable to-the manufacturing orprecessingefsuch-substance, the
Administrater--shall-publish—a-statement-of-the-Administrater's
reasons—for-not-initiating-such-action—Sueh-a-statement—shall-be
published-in-the-Federal-Register-before-the-expiration—of-such
period—Publication-of-such—statement-in--accordance-with--the
preceding-sentenee-isRot-a-prerequisite-to-the-manufacturing-or
processing-of the-substance-with-respeet-to-which-the statement-is
to-be-published:

(g) Exemprions.—(1)} The Administrator may, upon application,
exempt any person from any requirement of subsection {a}er(b) to

10
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permit such person to manufacture or process a chemical substance
for test marketing purposes—

" (A) upon a showing by such person satisfactory to the
Administrator that the manufacture, processing, distribution in
commerce, use, and disposal of such substance, and that any
combination of such activities, for such purposes w1ll not
present any unreasonable risk of injury to health or the
environment; without taking intg account cost or other non-risk
factors, and

(B} under such restrictions as the Admmlstrator considers
appropriate.

istrator-may—upon-application-exemptany
personfrem the requirementof subsection {b)}{2)-to-submit-data-for
a-chemical-substance-lf; uponreceipt-oef-an-application-under-the
preceding sentenee;-the-Administrator determines-that—
(i)-the-chemical-substance-with-respect-to-which-such-application
was-submitted-is-equivalent-to-a-chemical-substanee for-which-date
has-been-submitted-to-the-Administrator-asrequired-by-subsection
(b)(D-and
(@) submission of data-by-the-applicanten-such-substance-would-be
dupliea tw&of—data—whlelrha&beensubmitted—se{he—Admlmstrator
in-aceordance-with-such-subsection;
the-Administrator-shall-exempt-the-applicant-from-the-requirement
to—submit-such-data—en-such-substance—Ne-exemption—whieh-is
granted-under-this-subparagraph-with-respeet-to the-submission-of
data-for-a-chemieal-substance-may-take-effect-before-the-beginning
ofthe-reimbursementperiod-applicable to-such data.
~—~(B)—If—the—Admlmstmter—exempts——any—«person,—under
subparagraph-{A)-fromsubmitting-da
B2 —for—a—chemicalsubstance—because—of-the—existence—of
previeusly-submitted-data-and-if such-exemption-is-granted-during
. the reimbursement periodfor such-data, then-(unlesssuch-person
and-thepersens-referred-te-in—clauses—{i}-and-{ii}-agree-on-the
ameunt-and-method-of-reimbursement)-the-Administrator-shall
erder—the—person—granted—the—exemption—to--provide fair—and
,equitableFe1mbursement—8n—anﬂmeunt—determmed -underrules-of
the-Administrater)—
(i) to-the-persen-who-previously-submitted-the-data-on-which-the
exemption-was-based;-for-a-portion-of-the-costs-incurred-by-such
person-in-complying-with-the-requirement-under subsection{b}-(2)
te-submit such-data-and-
@ii)—to—any—other—persen—who—has—been-required-under—this
subparagraph-to-contribute-with-respeet-to-such-costs;-fora-pertion
efthe-amountsuch-person-was required-to-contribute:
In-promulgating-rulesfor-the-determination-of fair-and-equitable
reimbursement-to-the-persons-deseribed-in-clauses-{i}-and-(ii)-for

_ Aééainiétrator—shall,—after—eensultatien—with—t-he—A{temey—Geéeral
and-the

Federal Frade G ider-allrel P includi
the-effect-on-the-competitive-position-of the-persen—required-—to
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provide-reirnbursementin-relation-to-the persons-to-be reimbursed
and-the-share-of-the -market-for-such-substanee-of-the-person
required-to-provide reimbursement-in-relationto-the share-ef such
market-of-the-persens-te-bereimbursed—For-purposes-efjudicial
reviews-an-order-under-this-subparagraph-shall-be-considered-final
agency-action:
——{G}-Eor-purpeses-of-this-paragraph,the-reimbursement-period
for-any-previeusly-submitted-data-for— Hhem1cal--~-5ubstanee—1s -
peried—

{i}—begmnmg—eﬂ—the—date—ef Ehe—ceFminatioa-e#the—prehibieien-

5ueh—5ubs€aﬂ€e—by—ehe-pepseﬂ—whe—-sﬂbm€€ed—sueh—éa€a—te—€he
Administrator-and

e (3i)-enehing—
————({)-five years-after-the date referred-to-in-clause-(i);or
——(11}-at-the-expiration-of-a-period-which-begins-on-the-date
referred-to-in-clause-(ij—and-is-equal-to-the-period-which-the
Administrator-determines was-necessary-to-develop-sueh-data;
——whichever-is-later:

(23) The requirements of subsections (a)-and-(b) do not apply
with respect to the manufacturing or processing of any chemical
substance which is manufactured or processed, or proposed to be
manufactured or processed, only in small quantities (as defined by
the Administrator by rule) solely for purposes of—

(A) scientific experimentation or analysis, or
(B) chemical research on, or analysis of such substance or
another substance, including such research or analysis for the
development of a product,
ifall persons engaged in such experimentation, research, or analysis
for a manufacturer or processor are notified (in such form and
manner as the Administrator may prescribe) of any risk to health
which the manufacturer, processor, or the Administrator has reason
to believe may be associated with such chemical substance.

(34) The Administrator may, upon application and by rule,
exempt the manufacturer of any new chemical substance from all or
part of the requ1rements of this section if the Administrator
determines, without a con51deratlon of costs and other non-risk

use, or dlsposal of such chemical substance, or that any combination
of such activities, w1ll not present an unreasonable risk of i m)ury to

subs{antwe—amendmeﬂt t9~9F~Fepeal—ef—5uch—a—Fule}——shall~be
promulgated-in-acecordance-with-paragraphs—{2)-and-(3}-efseetion
6(c):

(45) The Administrator may, upon application, make the
requirements of subsections (a}-and-(b) inapplicable with respect to
the manufacturing or processing of any chemical substance (A)
which exists temporarily as a result of a chemical reaction in the
manufacturing or processing of a mixture or another chemical
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substance, and (B} to which there is no, and will not be, human or
environmental exposure.

(56) Immediately upon receipt of an application under
paragraph (1) or [4)}{5) the Administrator shall publish in the
Federal Register notice of the receipt of such application. The
Administrator shall give interested persons an opportunity to
comment upon any such application and shall, within 45 days of its
receipt, either approve or deny the application. The Administrator
shall publish in the Federal Register notice of the approval.or denial
of such an application.

{)—Dernmon—Feor—purposes—of —this—secton—the—terms
“manufacture” and-"process-meanmanufacturing or processingfor
commercial-purpeses:

[15U.S.C. 2604 ]
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Tillez, Loreto ' : ' .

From: Kaiser, Sven-Erik

Sent: ’ Wednesday, February 10, 2016 10:12 AM

To: ' 'Freedhoff, Michal (Markey)' '

Subject: Sen. Markey TSCA TA - Senate section 4
- Michal,

In response to your request, please see EPA’s TA below. The add on request from last night will follow
separately. The technical assistance is intended for use only by the requester. The technical assistance does
not necessarily represent the policy positions of the agency and the administration on the bill, the draft
language and the comments. Please let me know if any additional questions. Thanks

Sven .

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

Washington, DC 20460

- 202-566-2753 '

| a) Could EPA test under these S scenarios under the Senate bill absent a high priority desngnatnon"
Would Senate (4)(a)(2) be enough to do all these things? .

Your question assumes that the chemical substance has not been designated as a high priority.

We note, however, that Scenarios 3 and 4 seem to relate to the selection of risk management options.
Such scenarios would follow from a prior safety determination, which would follow from a prior high
priority designation. In that case, EPA would have broad authority to require testmg to support the safety
assessment and determination.

In all Scenarios, Section 4(a)(1)(D) provides clear authority for EPA to require testing if the EPA testing
action is in response to a request from a government authority operating under a non-TSCA federal law.
This would include requests from other operating units of EPA that are not charged with implementing
TSCA, but have separate legal authorities to address the scenario at issue.

In Scenarios 1, 2 and 5, Section 4(a)(2) provides a viable authority to require testing. EPA would

~ probably need to list the chemical substance in question as ‘under consideration’ for prioritization in

~ order to justify the testing requirement. It also appears that upon receipt of the requested test data, EPA
would be obliged, within 90 days, to either designate the chemical substance as a high priority for a
safety assessment or a low prlorlty '

b) Has EPA requnred testing in the past for the S scenarios?

1) Ifa chemical about which little was known spilled into drinking water, could EPA require testing?
At the request of the Office of Water, on November 10, 1993, OPPT published a final TSCA Section 4
Test Rule (58 FR 59667) covering four chemicals of interest to the Office of Drinking Water (ODW).
The chemicals subject to this rule (chloroethane, 1,3,5-trimethylbenzene; 1,1-dichloroethane, and
1,1,2,2-tetrachloroethane) were unregulated drinking water contaminants for which ODW needed data in
order to develop 1-day, 10-day, and long term/lifetime health advisories. The required testing included

1




14- and 90-day oral toxicity studies in rats on each of the subject chemicals. The final rule discusses the
value of establishing health advisories to provide guidance to officials responsible for protecting health
after chemical spills.

2) If there was a cancer cluster in a particular community and a suspected chemical connection, could

EPA test that chemical?

No test rule addressing this scenario has been issued.

3)

4)

5)

Sven

If there was a group of chemicals used in widely distributed consumer products but insufficient
toxicology data, could EPA do testing to figure out what needed to go on the warning label etc?
No test rule addressing this scenario has been issued.

If there was a suspected workplace exposure, could EPA test to see what sort of occupational
control measures were needed?

This was done in the “OSHA Dermal Test Rule”; In Vitro Dermal Absorptlon Rate Testing of Certain
Chemicals of Interest to the Occupational Safety and Health Administration. 69 FR 22402; April 26,
2004. OSHA needed quantitative measures of dermal absorption to evaluate the potential hazard/of these
chemicals to workers and to justify the “Skin” notation in OSHA’s 29 CFR 1910.1000 standard which
required the use of gloves or other equipment to protect the skin, and the test rule was issued to require
the development of such data.

What about a class of chemicals like flame retardants, where EPA wants to do testing on different
compounds in the class?

.OPPT entered into an Enforceable Consent Agreement (ECA) for incineration testing of four formulated

composites of fluoropolymer chemicals. The four formulations were “representative of all known
commercial FP chemicals.” OPPT wanted to find out if the FP chemicals degraded into PFOA, because
of developmental toxicity, carcinogenicity, and blood monitoring data concerns associated with PFOA
(70 FR 39630; 07/08/05).

Additionally, the neurotoxicity endpoint rule required the neurotoxicity testing of 7 organic solvents for
neurotoxicity due to the neurological effects seen in painters due to “solvent syndrome.”(NPRM: 56 FR
9105, March 4, 1991; NFRM: 58 FR 59667, Nov 10, 1993; Revocation: 60 FR 4514, Jan 23, 1995;
Testing Consent Orders for Acetone, N-Amyl Acetate, N-Butyl Acetate, Ethyl acetate, Isobutyl Alcohol,
Methy! Isobutyl Ketone, and Tetrahydrofuran: 60 FR 4516, Jan 23, 1995).

From: Freedhoff, Michal (Markey) [mailto: Mlchal Freedhoff@markey.senate.gov]
Sent: Thursday, February 04, 2016 6:21 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: TA request - Senate section 4

In reviewing Senate section 4, some have raised concerns with Senate 4(a) and indeed, have said that Senate 4(a) is
more restrictive than the retention of the TSCA 4(a) ‘unreasonable risk’ finding that needs to be made before testing can
occur on some chemicals.

I'm pasting the language below, and then following that with some questions based on the concerns I've recently heard:
: , ;

(a) Development of New Information on Chemical Substances and Mixtures.—
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(1) IN GENERAL.—The Administrator may require the development of new information relating to a chemical substance or mixture
in accordance with this section if the Administrator determines that the lnformatron is necessary—

(A) to rev1ew a notice under section 5(d) ort ' perform a safety assessment or safety determmation under sectlon 6

i (B) to implement a requirement: lmposed |n> a consent- agreement or order issued under section’ 5(d)(4) or under a rule

promulgated under sectlon 6(d)(3)

@ pursuant to sectlon 12(a)(4), or o

(D) attherequest ofthe lmplementmg authorlty under another Federal law 10 meet the regulatory testlng needs ofthat authorrty

(2) LIMITED TESTING FOR PRIORITIZATION PURPOSES.— :

(A) IN GENERAL.—Except as provided in subparagraph (B), the Administrator may require the development of new information
for the purposes of section 4A.

(B} PROHIBITION.—Testing required under subparagraph (A) shall not be requrred for the purpose of establishing or implementing
a minimum information requirement.

- (C) LIMITATION.—The Administrator may require the development of new information pursuant to subparagraph (A} only if the
Administrator determines that addltlon_al information is necessary to establish the priority of a chemical substance.

QUESTIONS:

1) If a chemical about which little was known sp|lled into drinking water, could EPA require testing?

2) If there was a cancer cluster in a particular community and a suspected chemical connection, could EPA test that
chemical?

3)If there was a group of chemicals used in wrdely distributed consumer products but insufficient toxicology data,
could EPA do testing to figure out what needed to go on the warning label etc? '

4)If there was a suspected workplace exposure, could EPA test to see what sort of occupational control
measures were needed?

5)What about a class of chemicals like flame retardants, where EPA wants to do testing on dlfferent compounds in
the class?

Basically all these examples relate to existing chemicals, not new chemicals, and the view is that unless EPA puts them all
into a high priority listing, it could not really get this data under Senate 4{a)(1). So my questions are generally, a) could
EPA test under these sorts of scenarios under the Senate bill absent a high priority designation? Would Senate (4){a)(2)
be enough to do all these things? and b) has EPA required testing in the past for these sorts of scenarios? .

Thanks
Michal

Michal Ilana Freedhoff, Ph.D.
Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey




: Tilleﬂ, Loreto ' » ' .

From: : Kaiser, Sven-Erik _

Sent: Thursday, March 17, 2016 3:24' PM

To: 'Freedhoff, Michal (Markey)'

Subject: 7 Sen. Markey TSCA TA Followup Request on CBI - health and safety studies
Michal,

This TA responds to your request on the alternate formulation. Explicitly tying disclosure regarding a ban or
phaseout to “a request to maintain protections under subsections (g)(1) (g)(2) and (g)(3)” could be read to
indicate that EPA can't make such information public until after the Agency receives a request from the -
company to maintain protection for the information. This seems unlikely to be the result that you intended.

In addition, Your draft language cites to (g)(1), (g){2) and (g)(3), whereas the relevant provision in the Senate
bill and offer cite to (g)(2), (g)(3) and (g)(4). We do not think citation to (g)(1) of the Senate bill or offer would
make sense. If the intent is to cite to (2) through (4) of the Senate bill and offer, we think that would make
sense (although, as stated above, we do not think the addition of reference to “request’ makes sense).
Please let me know if any questions. Thanks,

Sven :

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW {1305A)

Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]
Sent: Thursday, March 17, 2016 12:27 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA Followup Request on CBI - health and safety studies

Another formulation

(1) ... BAN OR PHASE-OUT. :—(A) If the Administrator promulgates a rule pursuant to
section 6(a) that establishes a ban or phase-out of a chemical substance, the protection from
disclosure of any information under this section with respect to the chemical substance shall-be
presumed to nolon_éer apply, subject to a review of a request to_maintain protections under
subsections (g){1) (g}(2} and {g)(3).

Michal Ilana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510

202-224-2742

Connect with Senator Markey




From: Kaiser, Sven Erik [mallto Kalser Sven Erlk@epa qov]
Sent: Wednesday, March 16, 2016 7:00 PM

To: Freedhoff, Michal (Markey) ,

Subject: Re: Sen Markey TSCA TA Followup Request on CBI - health and safety studies

Got it-checking along with the 1ast one. Thanks,
Sven

On Mar'16, 2016, at 6:46 PM, Freedhoff, Michal (Markey) <Michal Freedhoffi@markey.senate.gov> wrote:

Does this work for 14{c)(3)(B)

(B) EXCEPTIONS FROM PRESUMPTION

(1) Paragraph (3)(A) shall not apply to any condition of use of a chemical substance for which

an exemption under section 6(g) has been granted; '

(ii) For a ban or phase-out of a chemical substance that is not established for all conditions of
use of the chemical substance, paragraph (3)(A) shall apply only to information about the

~ chemiical substance that relates solely to the conditions of use for which the ban or phase-
out is established ;

(iii) Paragraph (3)(A) shall apply to a chemical substance for which a ban or phase-out has
been established if the chemical substance continues to be manufactured, processed and
distributed solely for export if EPA determines that section 12(a)(1) shall not apply to the
chemical substance in accordance with section 12(a)(2). [MFl] and

(iv) Paragraph (3){A) shall apply to a chemical substance that is subject to a phase out at such
time as the phase out is fully implemented.

Michal Tlana Freedhoff, Ph.D.

Director of Oversight & Investigations
Office of Senator Edward J. Markey
255 Dirksen Senate Office Building
Washington, DC 20510
202-224-2742

Connect with Senator Markey

From Kalser Sven Erlk [mallto Kalser Sven Enk@epa qov]

Sent: Tuesday, March 15, 2016 4:43 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA Followup Reguest on CBI - health and safety studies

Michal — please see the requested followup TA on CBI and health and safety studies.

Here is an excerpt of current senate 14 with some highlighted text, the first of which was not in the Senate-passed
bill. In your opinion does this first portion of highlighted text change a) existing EPA practice and b) meaning
compared to Senate-passed text. I’'m not reading your respense below as a “yes” to either question but | want to be
sure. '



Response: EPA would interpret the highlighted language to effect no changes in either EPA practice or the
Senate passed bill. EPA has always addressed the mix of CBI and non-CBI information in a particular
document, assessing what needs to be protected and what does not, which is what the second highlighted text
appears to require. :

That said, others may argue that the new highlighted text does effectuate a change in both the bill and

- practice. EPA would not interpret (c)(2) as a condition or limitation on (c)(1), because it merely provides that
information that is protectable remains protectable even if mixed with non-protectable information, a position
EPA already takes. However, the new highlighted text might be argued to indicate that (c)(2) in some way
limits or conditions the scope of information releasable pursuant to (c)(1).

Please let me know if any additional questlons Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A)

- Washington, DC 20460

202-566-2753

From: Freedhoff, Michal (Markey) [mallto Mlchal Freedhoff@markeLsenate gov]
Sent: Tuesday, March 15, 2016 1:16 PM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: RE: Sen. Markey TSCA TA Request on CBI - health and safety studies

Here is an excerpt of current senate 14 with some highlighted text, the first of which was not in the
Senate-passed bill. In your opinion does this first portion of highlighted text change a) existing EPA
practice and b} meaning compared to Senate-passed text. I'm not reading your response below as a
“yes” to either question but | want to be sure. '

(c) Information Not Protected From Disclosure.—
(1) IN GENERAL.—Notwithstanding subsections (a) and (b), and sub]ect to paragraph (2), the following
information shall not be protected from disclosure:
(A) INFORMATION FROM HEALTH AND SAFETY STUDIES.—
(i) IN GENERAL.—Subject to clause (ii}— '
(1) any health and safety study that is submitted under this Act with respect to—
(aa) any chemical substance or mixture that, on the date on which the study is to be
disclosed, has been offered for commercial distribution; or.
(bb) any chemical substance or mixture for which—
(AA) testing is required under section 4; or
(BB) a notification is required under section 5; or
(11) any information reported to, or otherwise obtained by, the Administrator from a health
and safety study relating to a chemical substance or mixture descrlbed in item (aa) or (bb) of
subclause (1).
(ii) EFFECT OF SUBPARAGRAPH.—Nothing in this subparagraph authorizes the release of
any information that discloses— .
(I) a process used in the manufacturing or processmg of a chemical substance or mixture; '
or
(I) in the case of a mixture, the _portion of the mixture comprised by any chemical
substance in the mixture.
(B) OTHER INFORMATION NOT PROTECTED FROM DISCLOSURE.—The followmg
information is not protected from disclosure under this section:
(i) For information submitted after the date of enactment of the Frank R. Lautenberg Chemical
Safety for the 21st Century Act, the specific identity of a chemical substance as of the date on which
the chemical substance is first offered for commercial distribution, if the person submitting the
information does not meet the requirements of subsection (d).
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(ii) A safety assessment developed, or a saféty determination made, under section 6.

(iii) Any general information describing the manufacturing volumes, expressed as specific
aggregated volumes or, if the Administrator determines that disclosure of specific aggregated
volumes would reveal confidential information, expressed in ranges.

(iv) A general description of a process used in the manufacture or processing and industrial,
commercial, or consumer functions and uses of a chemical substance, mixture, or article containing
a chemical substance or mixture, including information specific to an industry or industry sector
that customarily would be shared with the general public or within an industry or industry sector.

(2) MIXED CONFIDENTIAL AND NONCONFIDENTIAL INFORMATION ——Any information that
is eligible for protection under this section and is submitted with information described in this subsection
shall be protected from disclosure, if the submitter complies with subsection (d), subject to the condition that
information in the:submission that is not eligible for protection againist disclosure shall be disclosed.

Michal Ilana Freedhoff, Ph.D. .
Director of Oversight & Investigations

Office of Senator Edward J. Markey

255 Dirksen Senate Office Building

Washington, DC 20510

202-224-2742

Connect with Senator Markey

From Kalser, Sven Enk [ma|lto Kalser Sven Enk@eoa qov]

Sent: Tuesday, March 15, 2016 1:13 PM

To: Freedhoff, Michal (Markey)

Subject: Sen. Markey TSCA TA Request on CBI - health and safety studies

Michal,
This responds to your TA request on CBI and health and safety studies.

Question: Currently if there is CBIl in a health and safety study that is not the chemID sort
that existing tsca protects, does EPA redact that CBI prior to releasing the health and
safety study?

EPA Response: The companies provide a sanitized version of the submission which is what we
publish, assuming no final determination has been made regarding eligibility for confidential
treatment. ‘

Please let me know if any additional questions. Thanks,
Sven

Sven-Erik Kaiser

U.S. EPA

Office of Congressional and Intergovernmental Relations
1200 Pennsylvania Ave., NW (1305A) .
Washington, DC 20460

202-566-2753.

From: Freedhoff, Michal (Markey) [mailto:Michal Freedhoff@markey.senate.gov]
Sent: Tuesday, March 15, 2016 10:32 AM

To: Kaiser, Sven-Erik <Kaiser.Sven-Erik@epa.gov>

Subject: TA - health and safety studies




Sven

Currently if there is CBI in a health and safety study that is not the chem!D sort that existing tsea
protects, does EPA redact that CBI prior to releasing the health and safety study?

- Thx
M

Michal llana Freedhoff, Ph.D.
Director of Oversight and Investigations
Office of Senator Edward J. Markey (D-MA)




